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AR oA fAE 2771719 F4E AlRgHMedthechdive, 2022).

O Pharmacy Benefit Management (PBM) ¥ QIZFR A}

- (PBM) tH& PBMSI Express Scripts?t CVS Healtholx= HAEEA 5SS
sl FHET ARl S T AE B7E Al A ST, A AR,
AR 7S 18E I3y iR FDA 5%lo] ZasHA] gk HHRIAA
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- (F17+23)) Premera Blue Cross 5 Y& HIZIEIASAOA CRE 257715
Fo3ks.  FDA  SRAGEWE "AE A=r7Dy dAEAGERZELE
FIA7IAY, 2 ARTE 553t "7t QeA] ofRE T 71k AR Al
OJAte] At ofsha A Aol tist HPALe] ARESelo] Hash

ut, fAg 287]7] ALAA

O H|& 4% 93k HCPCS/UDI Z=
- gAE A27]7]of gigt HCPCS F=D7} Bes] -g%A] ot izt $siAlofji=
Tel BAER] 2 o= AH] FEE JAH o &EE
- 20224 49REE AEE FDA SRR tREdEA|Ro] Auf o oigt I=r}
Aarlo] tiXE 7772 o)Es]7]|2A] HlRS HTst 4 Qi Aes} ulEE
A

A@slA] il AHEHA 2023 9LHEE= °®7|7] F=(Unique
Device Identifier, UDD7} AF= oAU

- 3hH, 20219 11, V= ARESIAMA) = 38714 9 224 Aglof 8= d
YAAREYEHY FE25 YAE JAFA @7 ZFslesE gt
(Buggs, 2021). 134 o] Z=7} vl HPARS] YA X =7]719] H]-E A9t
of duht AREE ARIA|S| o= F7HAQ1 AEZF Qg

O g ALAA
- =2 Y gRg 257)71= 2@} et o8 (medical benefit) 23 F=

kA Fd(pharmaceutical benefit) ZZC 2 AZEHil

- (98go] 2¥) 9AE A=771E YdmI7I1Z2A Foloks o=, AEER
A 7153 =7 glo] vl YojlA AR oR -85, A= AlRHAIA
1) 0|22 QefSIAA LUMSH= 29|12 MH|AO| CHEt HI AT Al Healthcare Common Procedure
Coding System(HCPCS) ZEE 0[&5tH, 0|= W ZE 2&Xt= HCPCS ZEE &-at0F &

2) 2AX|ZZLEZ(Remote Treatment Monitoring, RTM) == SaVDE 0125104 2EK1Q] H MRS H0IES
Lol XEES8Eet XRHES Kot 2iXie] ZZREIE EZe=z T EE o 39 Mg

3 = = =
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A A=7)719] eteldiE Fofiete] ApAl 28 Algsial, A=wl-gat

A EQ] vl HYAZRE AR

- (SPAI] B3) FDA 59 A MRS 257)7] FEUDDE $9) AELEo]
7¥5eta, 71 QeRoloRE A mEALo)Y 9 Sge Bash] nEe] 23
o ) 2341, ool 2] /iy 2 e o 2 5 g A1
XXﬂOWr“ . Xﬂ}_ ARz 5171 F(state)ol] iRt SJoRE A Aol U=

O 20194 119, gr@8AA o H(Digitale-Versorgung-Gesetz, DVG)S AsHH
Z3EE 710A1oA bRE dA ofZEjA o[ A(Digitale Gesundheitsanwendungen,

of6h DIGA)S Bofatel] SIat W] 7k ufigh

O ©o]F 20209 4¢3} 5Yoll= AgejeREel=7 717406} ‘BfArM)S] 7lel=aRlx}
qRd A2 (DIGAV)E Yot DiGAS] Jof Qg 873 AXE AASH

. gAEAg7]7] A9 9 ¥

O 59 DVGAH HA8 A7/l gADEL fEeAel ADICAIS 2Julshe),

FAH LAL thedt 2L

- (=717) A9 A= P7I(HEAT 2A=7)7] A
sfFsle, DIGAE o&7]718 o5ty Ba'g 7}

- (88 719) U4 /1L 7OR F8 sis0] 7
Ze Aulst dAsle] 488 4 o, 019}
VYEAES & 4 Ik A7 BRY

9] Class I T= Class 11a)]l

= ofEEAeliE Avig
=, 9)5X19] A FA] 3}
—f% AH|2 glolke DiGA7}

- (51 0 A A, A9, o) AekmyE, A e g8t 8Ew A8
e, St S0 AAGSHAL Bhet bt I Mgk A9 S



t}. A73RY Fo A
O #9924 71&

- BfArM2 7]7] QAR HKgeneral requirement) ¥ 342 XZ a3 positive
care effect) 9] & 7FA] 90| disto] DIGAE AES] Fof A0S 243

- ARUYA = FLolA 38 Blu A Aol LA DiGAS ARERE SRREolA
Hu#Ee B U2 X583 7F UePaS AAIsioF 9

O F954 2
- Bo5A= A A4 SA(final listing/@} A% SA(provisional listing) = 7552
- (B4 A 7171 8FARNE 3 AREIE BF TSAT = S BlE B4
SA7F =lof BfArMe] #jsk= DiGA HAAEZ ] 23Hd
- (YA BA) 7171 8FARES BF SEAIF oY, S84 A Eae] gt LAVt
FESIA| k2 A 2ARE 127119 57t AA SAE. B4 SA 71719 R =
A 9 v Adglo] 7hssid, AAl SA 717 W AA| A4 A= (real-world
data)E E-8sto] 8 AN5aIHE USoh= ARE AEToF o
% 714 4
O 718 24 A%

- AFY 7% 12719731 ARJAPE AAGE 202 BAEH, 137EREH=
Vg FgolA Z43 ARE 7IHEe R APHHEFTHRR} ARIGAL 1F FE
AA 7VAE AAE. DIGAS 44 7IZH90Y~1Y) & FH9] Fei=E 2HT

- DIGAY] 7H3l= HE 2 ol A-Tesk= AAke] 7Pt Aoid. a4 A%
HYo| QB A=ZE(EBM)ol= HX[E A= Aol tigt 7Kk €2)7F Z3t=oi9)=.
E3F FA A Al AZXGAE= g DiGAC] EEe] 3 SA7F Q3R] of 7o
sl @Ashd, Q3 49 Hxo PAE AET & U
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(HIZR) B8 ( (BfArM)

HEHRH= CHSO| YHE HIEA| HiE
Qe - __3¥Hx=aw
(RO, 7|54, 2, H0|H 25, AS224) (AUNH B E= X|20| 7 1Y 714)
371 O|LH ZH (BfAM) o
AlBi(testing) 2

@171 2P TESICH, SHA XSS US| Z5H 4R)

(=13

Al = =T
(7[7r§?jj;g*“' S
shal i XX KRS
Sy aee DIGA CI=|E2(0] X212 S1j e
Q1= Al (12~247H 8, MIZARI7E AIE A1) 25 210)

E ot 23}
r 4
DIGA CI2tE2{0] @ Iﬁ ‘ SRS LTS
714 Al EBM =3 y
L-) SR SR EOIR S| Clge| S 3vhe & 4 %
(GKV-Spizenverband)2t QAL RlE HH £ E|
HZQIX} 24717 B a2 A

(12702 Hz=dH 7t STHIRS0M 71 2Y
HIAIZH 712 24)

[90f 72! 2] S DIGA: DIGA SAf ¥ 712{2y HA}

Xt=: BfArM. The Fast-track Process for Digital Health Applications(DiGA) according to Section 139
SGB V. 2020; IQVIA expertise. Jul 2021; IQVIA Institute. Jul 2021. X2l

O DiGA ¥ &g
- SYe AlFolAL ShEREE AR Al Aol /oIy A& Al wt ARG U8
77 ©F 4 qJorg "t F9 DIGAE AUdY(prescription unit)&
o HAE AlEslsto] 7HaS A%t
- ARl 2] A A 2] wet siego] 29t R F EERIA
HEo| FEEE B, 27 AU A& AW 71 7150 tE A 5ol 484

ke
)
;
E

ul, A8 X27]7](DiGA) FZAA
O DiGA ARg ZE2AA
- e oFAPAENY] A Ee AT it AU AHEEY

=
AggomA B DICAZ AST & 98 T Aukel JE ©



C Qo o
- 2920 ‘FEF(benefits in kind)Q] Y2'S AL3t = DiGA AR q1
SALe] ERIFEE2 WAYSHA] grom, A7E %o DiGAS] tiet e

Hl8-2 A2AA A 2 A=

A 2= DiGAO] tigh Fet FE 37i 9 T=E el ‘DiGA HE
HAO|ES 293 DIGAS] 788K, 71& HH, TS 3t FK, J2AZAE
et FE 5 ZZHQ FEE AT duATA= 4850 ot d¥Is
(ICD-10)3%tF ofe}, ofgha] F7|AFgel digh FEE RIS 4= e
- 20229 39 71&, & 3170 AlEel A4 SA07H) E= AA SR HHE
HA g =] Sl
O Hlolg Het
- DiGA ¥ DiGA®} ¢4 HE ANELE F4 tlofe] Bog 9 Arfrole| B0
w2 dofe] S QAR ARPYEEQE | HHESE 71EE E55foF &
- ARG ] 59 sloll AR 7 Aer 7Y £t T BHo =gt
O] ARIFEE AT 4= 9loH, ARANA Holelg sk Fh= AlgHE
- DiGA9] H= Hlo[Eu ARl 5US 3R FHATEY) =7 ol Bsiof of,
EUT ATk 29 HlolE EF S 25 AY AR=E AR o R 5183k
DiGA ARgo] F=d o|Fol= dlojg] Ao] 5l 8=A] &

3. 8=

7 A 5%
O ¥=e TAE Aol PHSIE 9l 20164 NHS Digital 7175 Helslod
gAg g4l ZEEZ](Digital Transformation Portfolio) T& 132 43t
O ol e TRIE WA7Iol e RRD A1l Ak AV X112 Sih A

A Y SAlol Zdgsh, Ad AL WS ol thfet =83 AXE

- 20199 3¥ol= TMAE dAvleo] digt SAeE | AYA(Evidence

Standards Framework for Digital Health Technologies, ESF for DHTs) /&
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nidsto] Txd AA7|E LS Q5 7180 2ASES HeEe] 3
- E3F = NHS= BAES A5 T2 T39Il JAPT(Improving Access to

Psychological Therapy)l HAE A2717|8 EUsh7] 93t B/} medEs
2017d95¢ A1t

. dAE d&7&0] 2ASE ZHUYYAESF for DHTS)
O bAE dA7]&9 49
- ESF= HAE 4716 71583 E ARSA] digt f1lkol| wet 3719 AlE
(Tier A, B, O2& 73k 0] 5 Tier C+= I & B}, At ], Asrlo|= A,
5624 HUEY, A 4, AT Tlel= ARt 2 75 anE Ad AR
- gRkog HAE Amr)7|2 dHOA= 71E2 Tier C AR E7E
O NICE %7} 71¥ % 27A5E
- NICE= 833 A5 (evidence for effectiveness standards)¥ AV TAG=
(evidence for economic standards) 22 EFolo] A AATES Hrkolal 42
- (@EIH) A" AA7|ES 53 Tier(A,B,0)0 wet th2A HL8EH,
Tier AoJA Tier CE 448 2 IATES 879
- (AAVY) © 8 AV BE, @ BAVIE7E A Aat, @ FAVE7E A Ha
7]2.‘—94 37HA] 84F SR BUIRh o] T BAK B &
o ol wEt AlEshof sk BAM B ARE et
O NICE 37} % 344 Aokl & #Av| A
- A a3t 9 FAKdE71o] digk NICE B7E7F 9259, o]% NHS England®}te]
A4 AK(Commercial deal) &2jol wat #u]Ad(commissioning)<
Z3Ysto] gt A A5
O "Ad A AF HEdEY
- 202295 El= NHS 9AIO|E E NHS AppS &5 tA[E AAAEl Hdd 5
22 NHS= NHS England®} NHS Improvement©]] 2J3f DTAC B7K71& 2 9AF
#E 84 5 WD) 4 ATt AEE 59 5" AR tder
A AS Tt

xii © ZZESMAILIIR
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t}. Improving Access to Psychological Therapies(IAPT)

O IAPT =273 7jQ
- JAPT T2 722 AJo] 2.2 Zof 4l Eol Zof| 5= 5] NHS7} 2008FH-
AlAReE ARG 2909 NHSE= 201749 H3et 473 570 vlef A
(Five Year Foward View for Mental health)ollA IAPT Z& 130 tjx|&
A= 9 (Digital Enabled Therapy, DET)& E=UoHltk= AlRS ¥l
- “47‘]9 w2 2701 e HHMY ofEAloldE 5ol AEHe AR
=5 e, A Rks R AR A9 Bl AR 4 S 298
O "A"d A=Q%(DET) 7} ZEAA
- NHS= DETO &-8% AlE= AEat7| #1oto] NICEeF HATE IAPT 87} Z2dE

(Digital IAPT Assessment Project)o]] 23} olof wlg} DET AE V&g 9

B7VS A, TAPT B7EEA 2 B oid AAF, A 4 B7F 9] BT

LEAIAE AR

- (1A 71EEA 9 w7k 447%9) NICE: IAPT ZE o] 2-83ist
DET 71& 495}, NICECA] Z8et AHA7 |5t $-4de9lol wet 571 thd=
A%

- Q9 A IAPT B7H A 2 9 5id HAD NICE= 78 AlZof ozt IAPT
7} BIA(APT Assessment Briefing, IAB) %9k 25t l"i—l—/ﬂ%:— FHI=,
WA 784, Bl 2 A d] vl 7HA] SHol| okt B2 U8 EtelH,
NICEY] IAPT #d2 IABE Ed=Z AES 4AARE

- QA AA A B7D wid AR AR A Fof 24 2F AA 44
3HolA F71E AARE olE 98l NHSE 24 33| 7|13 Asle] B71s
AL B7E = Al IAPT A7 id2 O EEA = H(ETE37t 758
W25 o), @ St 2 XBARR] D|EHi(REES), @) Hxolw 9 ARA|IAR]
tiet ol l(R|EANR] ARl 55 SHALE rEfste] g RS IRt

ﬂl

ﬂl

=
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g = A= - |APT Assessment L= IAPT 27} IAB ZEE ZHA|
HEsIDETEM YUMol AHE ; Brefing (1AB) Z01EHY T AA (H=ioRd 23h
! =
% L[ EEE g s v
x5} Xt V| e e ERE | x5 H 2 xiE; H Exist ‘
T | |+ usEesyI) T
22 | HISSAsER) ESIbe =11

STHA- HH e 7t

Ad A ) =
ggég’g ‘_’ @ﬁlﬂg—% e | — | APTESIIE AN Q_ﬂfﬁﬁ?
bR [ o || ————
APTABIAE || APTEIET} wiad EAE=IEE
) T &} CEEPI=ZS)
I wiEs

A=:

| MRESEEERES)

29 72 3] Y= IAPT: CINZAIRLH(DET) Tt D2k
NICE. Process and methods statement for the production of NICE IAPT assessment briefings (1ABs). 2019;

O uAg xNzawd 74 24

4,

O

b A lolila vg I WAL QAN o] o AT, AR
H7RTAAR) 2 TARIA AR QIR ohjet RS iU
DYoL v U AR AE

- Ftold 2 vl8) AxdAes 4 A AR ZREESS Este Stolds

AR 71bE AAskaL, dig 71t B9k Solida BlEe AR

QAR QY] ARAL AANlE S AEC] avEis AEAje] At

A Amapgel) 20wk @A)
_]

FRUARIO] et AR, 25 A g 7ol
ARG ST A4S

ko zH 2% 714 AVge] e

- (715} HEE) ABARIA AlE A 1Rt Ex9] wHo] Wt AES BSHlES

F7I2 AXE 5 U=F
2%

(Fo] 27%) sl ARE A 23t bR g A=rPE 3EE 5 S-G90l

EAoR= 22 ofxis] 7] TP, goidd Al w7t xsh= vzt 274 Adofst

- 592 DiGA 54 Al Hlu -7} Z a5, Eo] AmagolA 2Ate] Helks A
Sh= 2o & 7RI T 9 1EY AAVSE aEfekA] o, 27] 1278 S%t
AzZJA7E 7HaE Al ] dizol A FFel S
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- 0] 49, Qamel ool HIBRIS FA5H ek TRl 4o ot
TASE DTN AREITFE 2 B, B 520 B Wt 2
Q3% [APT IRl B2} Al ] Emer vlgaiie] el 1ot

O (A A A= =8 2 28 Al =7F 27 Al o &40149] A= 383

- = IAPT Z2T1919] ZBol% 25 AHe=7] o] oF 29 53t AA| 4 57
(evaluation in practice) FAIE AA JEAAILL T8E & A=A SRIT
- "5 FDA 317} @A AR Q15(Pre-Cert) Z2 T304 AA| A=A
HAE L of= SaMD7} #lEA| Hslshal HHlelER| wieol] ddolxie]
AR @S HYE S AT
B AA) dAE A=71719] BAAAL TsiA= 7HE A6k AIE]
7= ERIsh| ofEE
- =92 19702 AR xﬂA]o} 7VAog BALY, olFol= AuRles IAs
TdZ g F= IAPTY AHol= Al glolAdAo] tigh B8-S ARHA7}
o & =7t E—,— 71& QmrisHtt B2 $EoA AlE7HEe] 244
- o] &jof] gx[Ed H=7)7]o] Rt oA} T X|EARR] OmAHIA BREE Q1gE
O (H1& 742 dAE A=7|719] vl g2 AAN = =7kt Zol7t
- UL AAHEARAONA ARGANA AHA R v 8-S AESHH, A= [APT=
IAPT AMBIZAEE 53 AlRdAelA 7208 A&t =2 TIEEHA
TR FolgFo] =l glon, tiFEE =g &9l (HHAeE A&

O

|

:

Tl

%0
oo ok

A Az7710] ek g 2
7+ 7oA ZQAJEH= 71X|9F HACg AL
gatal Q=
- tAE Freks A2 Y] 1‘41
o] AP E Ao A
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O (A ) A= 20229 1€ 2595 2¢ 15971A] 9F 2047 S oH,
HLRSlE AEX|E o]8sto] 1:1 ASHHIn-Depth Interview, IDI)S X34gH
- A QA AIA ABAF EEE ARTE F 11750 AR Zrodgt

O (FAF U8) 2 1492021, 1.~2021. 12.)7F A8 A=271719] A73ES 283
Tste] =99 FQ AM AFEHIAAANE7HE AFRA 59 A oA
SEoto] ARAE NS
- FEHo= YAE A=7]719 7ig 9 Hel, HAE 57|79 AAEY S

294 9 FE 9, FedRd BAAAAL HA 59 FEo| T
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FH0EA HA o A4 A HolEoA L Qo o= 2J=Qle] i glo]
7171 7L AgRadE e ¢ ltke AReE Qs IAEUHbolEA-19
Hellg] ggolA v BmAHIAE AlFche FHeEA HAE 57|77 B
7Rk QITHIAIA, 2020).

qxd Ag77ls BAE SHoAMz= 4Ee S 2 dth o
A=717] AP At 202049 718, 359 €E HEE FAE, FF 4
23.1%%  Jddstel 2028|0l= 1919 EE|(SF 22.4% ol € o=
AWECHGrand View Research, 2021). o]o] wg}, ZUYoAE= tX]
Aol M= AP A=} A 9419 580] d Aolgk= 7Idiso] SAelt. 53]
U] ICT 7l 53 YaAbs o35 AU ), =U "AE d2A0]
4RI sl APoIAE FE3] FAE0] 2 AR HrHEh olF fls) FFE=

(i
1
>
2
<

= HAE 7 A8e 2RE A=) A 94l BAES AlRekL, ofF
FA49] R&D FAE oloi7tH =i HAE daA0] 7|45 A= Aedstal At
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CIXKE x|27|7|Q] HUES =K diot

oj=fet ¥ sfofl = HAE A=r)7] A wE SER Al Sl ol
Agkgo]  AFOOREQHIALE 20208 8%, HXEXEV)Y] STRAAL
7holEERlZ HHs HAd A&7)719] AR A FARE vhskatt 20229

19 712, % 6 ABol AEIREIIAG £91E o} YABS AWty
Q. olo] w2 F 13 oA A=AV 2AE Aoz ohswA
Y Folol gfF 8TEE Y o kot APold e Aguy
ool UAY ANNE ofFA WAL RAAC] g Slolcele
AFFOZA ol oFWANSY oE 7RsHe AT Bast ek el
WA BARRY g 2 HES A
oA, AYA 5 F7t WA 4P
2t HAE Mok Aee 7140 te 2
Sl AT g, oS AYRFe] M3t SIs) BAF AFEL o TAHoE
ol giA) Rohn ik 531 710) 2%l 54 % /1423 Ag
Az77lel aE A8ske o] AUl ol olzle] ARt ol of
29

A9

)
ol
Sk

AFolMe AREEY IHAN dAE A=71719] EAES melelal, 7
SAEAR} 714 AR HAE AR HEFCEN HAE Xm7)7|9 I
AZEY Hg 9k mAstuAl gt

o] A9 HAZ fAd A=7]719] A=Al AFEY A& WekE vHsk=
AoE AFE B4 ohaat At
AR, tAE J=571719] HdS FAStel AR A8 Al aefsior & B4
mjofglt
A, F8=9 "qAE A&r]7] S8 A-HE 1Este] AAEE =53
AR, A73EY A Hetol| ot ols@ARIe] BT o|ALS TSI},

WA, ARE 2%Fol5A ARl me A4 Heke AR 9 Al
A, e X18271719 BAAAS dAste] AAg.



C MM =2

3. g1UE X .

o] 79 Y82 FA B 7= Ao Qlth

AR, O A=7)719] AdR B4 RSk dAE A=7]719] disf
FUQoA ofg] =27} o]FHR|IL o AFE= 4l w=t gAE A871719
HE7E H2A QAET|E Sk webA A E X &57]719] Aol 4484y, =
M dgs AHEo=xN AE Xm717]9 S FAskske M, HAE
A771719] o] Al 7IdiEe "ol AR A& Al 1Pdor & S4ES
el

A, dAE A=71717F S&EA Sl Fa=(RlE, 5Y, F=)olAe] Fo8F
ARE AEEQdT ml=olME YgAE Aw7]719] gl A tifEo] AR
UeH, =G YAd Amr7lof| gt A& SAEE THE HIEA mRst
rlolct F=F AR AEAm T2 09l JAPT(Improving Access to
Psychological Therapy) Z2IHS $HO 2 HAd 7|&0] &8-2 Sofal itk

AR, AGEE 280l digt olsiEARESY] dde sk S AR
SHA|- A A AHAA A JFE RSt AerFE AAste] 111 ASRIERE
Tt rH 7 o|sjEARNE A ASHE FRIsI

JA, 949l =9ARtE AEste] "AE Awr|719] AFEY AL WRE
Adsttt. olF 8l 7€ WAEE adge] A WS AHE AESHAA
HAE 2=717]0] 28571 fAet FAIAR] Weto] tisto] =2ofskqint

A, HAE A&717]19 AR 28 WRE F EAAAC disiAle e
7123 a7 9T Ao IRl wEb AFEE ¢ JIDTE0]
oA 85 7 A3 A3 AE dEFe =N HAE A571719] 714
AP3(Qh= AAIsHSITk

filo
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CIXIE R|2717]0] 7iiuisl =g wor
CIXIE XI271710) e & £
CIXIE x|27171) CIXE x|=27171) 222 Mg Al
IR oot TR A RfEIQ) Te| TEALE
U
CIXIZ X|271710] SOEA A2l U OfsHEZIXt QU Sl
012, =Y g2 S S| - ol - APl - AHIK} S
F9T YAUSS 1F OlsHEIZIR O 42
CIXIY X|2717| 2Ze3 Mg wot s
2UT! SHRL XS Yot ZE
(2UTOIhA, SOISKHEEL, HAFA)
J

CIXIE XI271712] 714 APE(Qh) =5

74 APA
= o

(2h HIAI

ped e,
(B7PE ME71E

AIRZ7124 o= o

[0 1) o7 4

2ol ;A




( 27 CIXI2 xI=71712] /iE H &Y

X2 OX|E xlz71712 718 H &8

1. OXIE x=7(719] 748
7L HEH Eel

gxg AErPPel dsl 7R dRReE AMEe AYde
YA 271719%(Digital Therapeutics Alliance, DTA)YOA H3H3SE W-&olct
DTA= "X A=7|715 Jekd Aol A3k o, e, AE5sk7] fiste] SAlefA|
A 7] AgA AN & AlFshe 1EE ATESel = AHOIBIGTHDTA, 2019).
olo] w}, HAd X=7719] /a2 A A 7N A5 YL ATeohk=
WA T, ATE] FHiEk= 71edl TR FEslo] AWE 4= Sl

3

jnie

N
il

i
Ir

A WA F8%t AL "HAE A=P7Ph ARl 285
-BINE 2=t Holrh &5 HE gmr7igke 9y Ry 7Y
AnEo] ZAREeE SRoA A8 FAHE AlTTh
|%7171& A&7] A (mechanism of action)& H25] o}

AATOZN A e He IS AR dE S°], tEHQl
1527171 % 3Rl Pear Therapeuticsit®] ‘teSET 2 FEAREAONE Zil
A9 F= 9 E&AES AESP] Rt HHo= JfEHE Aotk o] A
Q1A W5 A FE(cognitive behavioral therapy, CBT)E 227|402 s, 7|& A&
Bl W tiRtET) SH o}de] ofE A AxtE HIItks 2 IS S5
ASTOoEH Al Argof wit ARBEE ATES0] 957]7|(Software as Medical
Device)2 Ul FDAY 37} ¥0Jth olxd fYAE A=rle k&t
MdEpgely  s7FERl Azl dFE ZAE EUE Y d¥S
o A =3k 54 5] fARE] mhizo] sked o= Yxd A E8A|(digital

therapeutics)2hs AT &89t

S

H o
EQ,
)

i
ox X

i
2

Ir g o

oy
H X0
or

f

o]

o

4 OXIER77|9YDTAZ 20178 SHst H[F2] HAo|C
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CIXKE x|27|7|Q] HUES =K diot

SHH, Ve A gAE Amr7le ATEYO] 987]7|(Software as a
Medical Device, SaMD)Z® HE5%ch F& HHIY OH&-ﬂﬂ]OV‘qg] ﬁ'ﬂﬂii i
Ao}, 7HFEA(Virtual Reality, VR), 7Y, AE(chatbot), U&As{Artificial
Intelligence, Al & o8] 7I&& 734 5 Ohﬂr ot HRE 7437]7]1: ATEQ0]
AAE QHlsh= Zol7] wHze] ol ©d 3}5010101] TEER| Yo, PC, HHlY
A&, HMD(Head Mounted Display) & #H-& st=9ojof] Ax|=jo] A2 4= Qlojof
Qtk o= HAE A=71717F ‘E-‘E 517} % = W2 =777t ofd Nt ARfEE
HE3, PC 5ol ARE & ks A2 iR EAIE, 2022).

QA =iollA HAE A=7]710] thet FA14Q1 Aol AELekEbdA ] MHAd

A8717] s7FAAE Zlol=aRl oA AARE W8-S wEr,. o] ZlolERRl HXdE
A=71718 "25H Aot A o, e, AEsk] s EAelA A 715k
84 IS AFsle AZE0] 9437]7](Software as Medical Device,
SaMD) & Aestal glom, o= wAFH R SiE= oo A thEXA] Yt Rk
FUelrl= HAE =7 |7T2e H3S ARSe 2 HRIE A571717t 2571719
HoA BEjEtk: FS AR

ox

=TT R
ChAb O 2 e

i |

j;(])"}_EE?JIO'I EIE7I7VI‘."_|?_R_'_::' . 1) CIXNER 27|72 2= 2N pC, 2HY HE,
T HMD(Head Mounted Display) S°| ¥2@iA=E S
1Y SHEGO0] MEIS|O AL
(@zgs oy @2 @ T rha  FHGEF, SFBELYAET
e X 2517] 88t Sxo=z
=xpoj| Al HEE =717
<~ - (3) SHB7IFe| AR 4R BHe| STRMHE Tt
lY - CHztelsts| ol el=ar el MRl 2X|E (Clinical Practice
Guideline, CPG) =
) (3) = 7“9-711:1_] N -HEZ AEE Edll S8l = A= Al(Peer-reviewed
) ‘*4-1'3"5-("'%:!3-) :"7'|7f2,lt7h Journa)ofl HAHE! ALt =2
o - B, ARK lAtAlH K=
e
_— y b8 -

(exgszsaay ) | IR

(28 2] ORIEXZ7)7] s TRV IE S ’Sif
Rz AFQOZOMHN. LIXIEX|Z717| of7FaAL ZH0IE2RRI(TIACI OtLHA). 2020



( 27 CIXI2 xI=71712] /iE H &Y

Lt. CIXIE XI=717]19] He

Hxd A57|1715 Eoh ge5] ofshelr] flsiAe tAE X&7]719] ZFEA|
%= FYol Higk Aol oottt 7MY WA= UAE Xm7)7Ieb dukAQl
AR ARAE AlFshks REHARIA Y AolFS FESfoF Ttk @A
APollA dRE Aol A9E & Qe WA 9 dYA ofEYAelAS A
AARCE 359k 7ol gobH, skF Bt 2507 ool EAIHIL Sle AL=E
HuEcAhlqvist & Kalliola, 2021). ZZol= £ AHS fgioz =
o Zg]A o] A(disease-specific app) EA|7} Z7IsHEA AHIR IR A=
mHRd ofEYA0lHe] FHIEZ fEEE dAE AE)7|et Escke AUt
g olE =01, HHIY ofEEACIAS Bol AdEE o uHd 5=
S AgEH NS R ARAE Ak AS, HAE XBV|)7IE B9
Algoks Wed st A grieldE 5, 2021). 1By A AfEA
oollA g stRel AERITE WIAIFE o ASEU=A 1A F
HE 2 2 BEeid 5 ok AR d
ofiEEACAS HIQEA HHoE ARREY] ol ©<ed] A A2E SASHAY
B E A TR2 Algchks Ao ==Y, XEads F4Y
mZolcHERM &, 2020). XD X=7)712ke e A 5
dAY FAIGR] RS ARE AES gE S AR & A7 Hlsh
SAHIE & 4 SItHDuffy, 2020). =W AlFAoA= Tel=7]7]et {1
AZBEAYU)AE B7|2(F )0l o=t a7 2 dyAs ofEAIAS
HIY 2717190 dUA AEFoE ERTO2ZH o|2gt Aol FEstal Tt

ESF oAR] Aol HRTHA] Rk YA w5779 HeE
f4olnt w=oA= oAk AR glo]l AMBEE AT Y
sk, QAF Aol wit AMgElE AlET-2 AP HAE7]7](Prescription
Digital Therapeutics, PDT)2R= 7ldea d@EE=HHong 5, 2021). W,
U29] A AR Ado] Rttt AET tXE A=r])7] 7R R
SUoN= YA B AR Aol wet tAE A=T71E JootES
TS YA A7 g 4850l tiet XET|EE A EA7E

=
A9 Sphabeitel A glol Folg A8 4 gtk

lo
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CIXKE x|27|7|Q] HUES =K diot

ok B4 Aoy S 5 AS5S BAIBoF ke HAE A=r171 &4
/g, Ago] TA7| o] LAt ot HAHLR ohe AR 0| AR ©f
A= 7 AVE Eosh. dE 801, ¢ 9 d=dde HAE
Az7|1717F A7d fhe] Bt SR E tMfe=® 5] mhiee] LAY =29
AR ARMEH. Iy dEdAe dikder AEzom EHE |9
digeiAloldel ddETe] it ZAE wEeR AR Ad % A sl
AREEEE TAE Agr7|2 2R

upsto 2 TXE NE7)717} Yeletwearable) S/ chErk e TR

"ask gk FHT b ol ARe] EskElL 9u, Y] FelH=

gofete dzr)7le) 23R Hol 23 AEPL SaA tAE Mzr)le) wae

BEE 497 ByEie) og o], H2 SAE PolelE AME S A
&

ARG 7] FoE HATE SHFOEHA oo fAFEe] 24ARE EF HA:
AE ERFSP] Slel HEZ o A Widsior W 1eS SiAgh
Aot olas 2021. 1. 22). o] AR Sl&7]7] sI7FE WgkS H4t ozt oAt
Ao wt SR ool ARSItk Hold YA" X=7)719] EXT fARE
Fio] gtk T2t oleh 22 flojeiE J=r7le AEA AUS AlSsks Zo] ofd
oAt} Zdtolu} R} AdEe] BUEHS XHdsly| 9kt HHoE AMgEEE fxg
AZ27)7|2 H7]o= ofHriDTA ¥oj®], F&YAL 2022, 1. 12.).



C 2% CIXIE xI271719) THy ¥ £

DIGITAL HEALTH TECHNOLOGIES*

a e

oy —0

™
Emterprise Aatient 1]
= S & WEL &

Patient-facing Patient-facing

S & & DIAGNOSTIC & THERAPEUTIC
oR MOMNITORING INTERVENTIONS
Platforms for Platforms primarkly Products that captura, Products used 1o Products that
healthcare systems, for clinicians and store, or trangmit dtagnose, guide deliver medical
clinics, and other clinical support staff health data diagnoses, or actively interventions and
enlerprise setlings monitor patients therapies
= Chnical admibndstration = Health information = Lifestyle and wellness = Digital diagnostics = Digital therapeutics
and management Technology apps * Digital blomarkers » Chinical
tools = Electronic medical = Activity and fitness « Remote patient
* Predictive analytics record and prescribing trackers monitorng tools
= Chinical trial systems * Medication reminder » Wearables and
management * Paoint of care apps bismetric sensors
and workfiow = ‘Wearables and (clinical grade)
enhancernant tools sensoes (non-chinical * Medication ingestible
* Telehealth platforms grade) Sensors
' Poaswrnis Dl o Einctid di * MNon-DTx medical
3 devices (e.g., insulin
information delivery devices

pump, arificial
pancreas, pacemakes,
CPAP)

"Calegonzatons of the digital health technology scoaysiem will conlinee 1o evolve This iz a selec! representation of & Broesd dhverse ecosysiem

(O3 3] ORIE g& 71E9) 7iH12] 2&F

Xi=: DTA SHOX| F&RE 2022, 1. 22. Available from: hitps://dtxalliance.ora/value—of-dtx/patients—careqivers/

Ch. CIXIE x=71719] 8245

IutAH o 2 OJoREo] 4 AE AT dofl= Byt Sl= 4 AdE(active
ingredient)®t 1 2]9] H7Hl(excipient)® 53} o]AH YXRE X777 |%=
A ArAIE 2= HAE 4 BRI Xt 71718 © o ARE 5 A
sk= HAE H7H 2 FEste] A8E 4 tHRoberto &, 2020). °] 5 HAE
B AR JAFTARY 715 JAER & oln] YR e AeE Hedl
=4 NdeEs "dAE FH= Agsks ZA2E ofsfd 4= qlth. 181 HAd
A7 Aeols A7 A" A=7171E 7hsS @ ARgsto] 54 s
Hishotes 1td FAAEZ Uit AIE E0], A} Adojz AFE 5
A= 7PN A E(virtual assistant), A& I S0 TAO)A HARS Al5dl=
g dAE Xz 9 H3 A=A digt ¢ 75, A} JAE sk BE
ol SiFeth o=t AAEZ AREAL QIEHo|ALtE  TAEW, ARGARY

1

St
=

5) "Recchia S. Digital Therapeutics: What they are, what they will be. 2020,'2] LI2E X&)
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CIXKE x|27|7|Q] HUES =K diot

golut 84, A= 8=l IF= viHe=EH HFARI ARaIE FIAE

—’F Ak, wEbA fAE A =27]7]7) b H‘El-lﬂ X]’E‘/] 7]‘*0]
517 oo, ARSAR et HE

A&Ho Hzskd "ar) Sl

o] ffofl GALE Rt dAHEE(YEAIZE)SE S} ofESAoldE therEad
2 L AL ZHE i gAY @S PPk £293F gaolch
HEALEZ At E BAe] A=Y A7 AJEE 2Rlske A
o] @A A=ske oM M2 AT} JARIES SAT & AUEF JEE
AEE = JAofok etk Eok TR A&7 ATLEI=A FE7T
FELAE AX= doEolv dadFe ve BxY A E30F
7L Fefoks 47, AL Alssie oy 9 Ardnet #¥E HoHE
28310 A ArE SEsfolo] Algsial AnEYOlE HH o= s U

% 9

[(

Therapeutic Intervention

digitally delivered

!

1. Digital Active Ingredient

2. Digital Excipients |
3. Physician Dashboard )

4., Delivery Platform

(O 4] OXE X=7|719 714
Atz Recchia, G. &. Diaital Therapeutics-What they are. what thev will be. 2020

10 © A2 EII



C MK CIXIE RI271719) JHe 2 S

2. OXIE xl=7]712] &xHH 7|

7L OXIE x=71719] 7 B9

HqAd 2z7]719] E44 A vRSAd 282 ol ARans TR
U BOFE SHOE /I vk =25, EHS, BP0l =AM A,
A2 B T BE W} B APoHy A8 YYE ol8sto] A= AT

20| 8 tiieo] Hoh ol AEE2 @A ERIE Ho
=42 (stand-alone) 2 & AMGE|AY, A5JIE H =0]7] Y ookE, 2=7)7],
OE A=W S WBYsled AEEIE o @A "AE AmRIES
01|57 (Cognitive Behavioral Therapy, CBT)E Z-&Ydz T&sk=
A7 gt o 9 #e] Bopjie ok &5 2ESt] dRe FAdolud
BHE FA-TEEE AZE oL s 4 Slty. @A FWollA= 671 AlEel

ARFO|FEUIAA A BIAE AZS SALAL, BAES sl ok

_

o
BT

B 1) =4 OXE X27)7] LA i

s ERE solR | meg AEeE |
1 FEFEA 2019.6.13. _);I)_lilEi_?l__”EO_I Alol;lcc:ﬁl-;);lg 7@\%2%)
ey AOFZA| EHXtQ
2 | GolAYdmEHEEFEIA | 2021.1.21. ﬂ—;@% ﬁi{f;ﬁ |
==Tist SExiEtx st
3 EZI0|ZATHEIA 2021.9.3. fié gfm 2}'@' |E:}|7E|- 7§§§ =
QIX|X|E oY EHE 2K
4 U= 2021.9.10. }n_ulzxglum o%f_%oilgﬁ -
OIX|X =203 8Xjo| 2HS
5 e 2021.9.27. Aﬁ_g;% =° ifél =TT
6 CIEEEIE 2021.10.6. Xﬂffi_lzﬁg B’iﬁfﬁgﬁgﬂ

AR BHSXE, 2021HE H26AF AZESHAAOIQRIS] HootH, 2021
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CIXKE x|27|7|Q] HUES =K diot

Lt CiXIZ XI271710) Hol
gAd Azr7le Mze 799 AxWhew modalities) Q2A TSRl
AR AT Qlck A, B E oMol 27 Tt e Am RS
sH5itH= Ho]tChung, 2019) E3] QA SR 2Y A S o F A A o)A

2 OFAA] SEI0E F99 88 SEAIHCEH gz}x}_q A7} SFAYol| 7]ofet 2=
AZ AR J|dEd. dF S0, AEARE AY AEE TV A=
Az dijte] € 4 gleH, 7IEde 7 &5 }@‘E* Az PAE dAE

7eE E85to] AT & vk 7Y E Utk

=4, dAE =77 AR Aol AoF glo] A=E AST & eHu=E
of2] o|f&E omAfH| A0 o] ofHHY A H|SH $2F FEAE &
ZAoE 7HiHt). & 50, BAEE 5 AR Wiy #EE des 2
=S HAE A=57 ]*‘3 & = © HYsHA ARE WS
Ao|tChung, 2019). 3t Q)83 <kAlo] AFsk= 5ol
WstA] et g 714 Abelel "AE AmI|7|1E © A=A
ggstogn XFars Hrh ANZ $ AtHAhlgvist 5, 2021) =By
A=71719] 7FF & A 5 st ZHRI0IAl A9det A5E At At b
Fo= AlZE 4 Uvk= FoltHHong &, 2021).

AR, OAE A=77]= SA9] A7 X3} +35E BUEY & 5 37
o] Hoh FE9 A=RE ASE 5 e A Aok & A= A9
Ag7183 o] tAd A57|7] AR =1, 19 e X543 5o digt
Amg HESHL, olE the Am o] BE&HoE §YT 4 UtHPatel &
2020). 7]&° Eokr3T(medication adherence)s RIS 4 Qltl= Hol
OloFE AW & HAISSS ARMsHd, APt 2A 7IEE o bEAE WE 5
Ue FEY HolHE FHET 5 ks A2 "AE A=r)719 & FRol E &
Atk Patel & Butte, 2020). A} WA= ¢ 7Sk 9= (personalized
care) g W& 4= Slth= A& guigith

JA, gAE 7277l 2402 Am 30| FAE FFH o2 FojA7|EE
o)A AHo] FAFHOR AEE= f 719 AoltHRecchia &, 2020). .

N %0 0 30
:1‘)7 o | o |

r°l'

l” _ rlr
1o
KU
N,
=y
o gl

_



C H2xt CIX|E XI271719) HE ¥ 4

Az oA FAof|A] EshS Hofstil(empowerment), 538 A 5=
53 SRt A9 AT Ao el €4 o B2 UL THREE & £

Tk ole Ao SRt A7 At ol 71osHA 2 Aol
UWE}E OAE A7)l 2zAA9 *%*é—% =ola, A o=Hg=
HAaAE Ao 7gid. bR A=PE S8R JIEHEe W &

A7] Tz M tAd 2871719 7idof 4 HL 71743} v]go] Alofof Hlg| wf-P-
Ao, oF ¥ AFSEE AREAF Aol w27 HiZol & 71HE o] mie-
3o 529l o7 J|ErHEPAIR, 2022.1.10.). B2 dXE A7) E=
Az A= gro] JaAAd] =Y=d oz E 2L ME Agvt 371
$ o, ArHog = MRS HIMIS Aast, S ARE FHAFCEA
AAARI mHlet AR HlE-Z FE 4= Stk 7Ididdo] ltth AR, vl=olA
HxE SAE ARE dAE A57171(reSET-0)9] $F4 A4 Axfo] w=w,
6HE* 71719 ARS8 SR F $2,1509] oJmH|[Ro] TaH Zo=w
EtHVelez 5, 2020).
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CIXKE x|27|7|Q] HUES =K diot

7L OXIE x=70719] 71X &3

A grE A=27]7] 9D gAE A AeullA(digital health intervention)&
B7koks W 7129 9JoREelu YmUI7IE Bk ZEAYAE &85t
Utk WA HAE A 5717]E O tiA] X5 2 H|aste] A f-8/dolu
AARE Hrrsto=zn uvlgd ZHA(value for money)E USSh=  Ao]
S85IHAbraham &, 2020). &4 QoREd} Q&57]717F 242 fJekolut thzef,
B A=)’ & 2 ¥HFE Yold vHudE AAske Ade 9, "AE
A87)7|= Hla i Hcomparator)o] THsHA 12d 4= Qltt. g S0, HAE
A=771e 7189 urles A HAstEE, A A=771E U EH
Al 2 A= HHES vlatdes AFY 4 Stk E3F HAE A&57)7)
Argo] FdiE olFdl= e B YAE A=Y HiE TRsd
AHGomes 5, 2022). ol ¥al, tAg 5437] 717} EYEA 2 A9 ol&
7FsRt Al A& o]l FQIIA], 7|Ed| SFEHA ESId 84 iAol
QA== XAA Q] H|g84Jo] FAlQlA] Elsk= 4-790 A5t v WS AAsH=
o] =go] 2 4= ltHKolasa &, 2020).

Ste, ooRET o77]7)e Q19 AW A(health benefin)o]l & ko
Bkt Ade 2], "dAE A=77]e iRl ARt ofyzt 1 9] g
oA TpFst HelE 7HAE 4 o= H|-H73H(non-health benefit:&
Z2A5H= AT 29351 HGomes 5, 2022). UAE A=57|7E &8sl ¢ @
E LR ARE AlSHC RN uAAHY] aeidS FHAIZIAY, Ho b
FA9 A=E ATk 5 FHA Y90l 247l Helo] Z|dfEeh. wEhA ojekEat

a7 B 49 4 QALY
71202 7:134]/H ”ﬂﬂ*— AASHARE HAE Amr)7e A% 2 A% 9 ¥9=
5 Z3E QALYE 71 E 3 BAE B7RE 48T & Utk olF fsiA=
71&0]| AREFAA st S Hol, HHARAIH|A 9J9] JHoA LAY SH=

r |
19
o)
T
R
ol
filo
i
i
i)
b
=
v
i)
[¢)
ey
ol
iul
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L. ‘2Xf 2 ALZ2FX7L et

HAE Am77le =771 ARGAF Ol digt Jids HepARIH. 2l&Rlo] obd
E HAE AAgE A AMSSkEE, SR & &Rl wREb AldE
ARG Sl dste ARaE 7F7] oflEH (ALY, 2020). wERA et
£ E AR FAIE & k= She o] YA[E A&7]7|9) 3 847 "ok
IR BRe] ARg/go] SRS ARSAL B®(user experience, UX)¥} AREAY
IEH|o]A(user interface, UNE AASk= Aol S84, 2021)

I8y A A®7)719] 8k H AR 71719 S4do] ofd ARl R
ofz] QRlof| WA= Gebd & Utk dIE &0, P HAE A=rE UE 5
U Brl] 7led 5 AFUA=A0l e ARRAY Aot UEhd 4+ gloH,
ol2igt AFoll= Y, ARIEAIA 221, HAE 7Is AR 99 5 ol 821E0]
FFZ PIFHYan 5, 2021). wEbA] ofd HXE X=7]719 qi?_} BLE & 3
] 7o Pr(engagement)’t o1EA Ue=AE HESIOF & £45F opz)
off e WeE ARadE SHIUAE AESHK: Zo| S8skh Eot
WA SgolA SR "}*9"“0] A=A shEEE AR SR ARG
oA Aol HEA YEld 4= JleE g, o] 270 AR IZARWEY
SR7L HAlsk= Eﬂ(patient—reported outcome)?} 7S RS Hlel= AT
%95t Abraham 5 2020).

T8y SR AR BARS QA A2 ARAAI] Z1SjolA FAITE E 5
Q. dlE £01, FAA SHoA 319 vl (non-adherence)= H|[- -8
AstAld £ Sl 717301 AtkYan 5, 2021). WA HAE X=7]7] AR 2719
3=t B AR AA=58E HolA] XRH, FEA|Eet 22 ¢ ARl
A58 Mt s YA X=717]9] §o15 Algkehs Ao Akt B BFofA|
ol5o] H 4 Qlth Iy tE HHOERE AP o] RKRIo=E Qs
AFO R ofHRE FAUZ 7FeAo] JoHE, 279 HIGEEE olfE AN
AYE ARteks A 7—‘41@0};(] %= ¢ AU ES AZFolH A= FAo| wt
oA 875 = Ro] 0] TE A°lHE 8kt BAAIAE A7) fIg
A% -/Fz‘o— Z27sP7|% oJf¥thKim, 2020). olofl HAE 2871719 ARgo] 243k

| HA(pay per active DTx) o= "= 11812 4 Qlck
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Ct. ATER0ZM2] £

ne
rﬂ:
)
Ln?

AT Eol= HIAISHMY, B, TR B 71E5712e 471419
A 5, 2014). ©A, © HAES AdE AE: 9 AH|A7t
et A& HEo] A9 gAY wS AL S4S LIt @ B
AlFo] ABIATE E7] Qo e AlFolU ARIAE HRE Sk £42
ATE0|9] F&Z HofiA= stegol7t Basihs A ettt ®
< Agto] Aol weE AnEQe7l 2719 FHeF tEA A&Ho=

= $4Z Welth oo R, @ AZE ol X ARG A9t v
£, ARE0] AF E AH|AY Y& HI} uje- wlEA o]FofXitt.
A" A57)7|= AnEofo]7] wjiZo] o]} FARE B4 2l glow, ol=
o240l gt o S JFE vRoh AAR, YAE A=7V|=
ATEQolet FUsHA 29 AA HEHHGomes T, 2022). TA] Ed,
I SAlA tht =] agH]E{fixed cost)o] WAYSHAIHE,
SHAH]-8(marginal cost)o|H+ HEH]-E(variable cost)°]
A9 AQFRA Pt} EF| A&EFor AR HASSH=s ooRZolu
durP7I1eke 2, "YAE Am7V7|e ttEE AlsE A9 ARSAR S mE

U, ciEgA 1] FAIU HHICIE 5ol &85 ¥aHEol A2 gAY
- A2 o WS 4= QltiPowell 5, 2019).
Al 27304 ol e} ARGAF HEHlS SA S U7HAA
}73%4:% T ] \_EM]OV\/] 7H’Hﬁr 28714

4
o
N

‘r_t

2
O?:O

S
i
N

1

/ og
ok

ol
ﬂ

I —l; M
>

x
JP> X,
2 (L
(o]
= 0_9;‘
T 4
m o
[ i
)
_\‘L
H1
ﬁ

. IRt ot A E 74731 7171
A R 2710 B7PE 71719F Adold —’F tk= FojtAbraham 5, 2020).
AE S0, A "AE A=7|717F BlE-maAolA| YT, YA ARto] At
o= 44 dHolHz ZAE ANT 7]‘—*401 AtHYan 5, 2021). w=HA
A" Aw7)1719] W7k Aesd 771 A4 K710 Hole Algs tdeE
B7ksk= Aol AFE 4= qlon, ooz IAREE AKHCE T Fevt
AHGomes 5, 2022).
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A, 9Ad =717 71eid 270 w9 B2t Chung, 2019). @A
tAE A&7 l of dieh Al ZA=] dish At ofde] EANRH. HyAd

Ag71719F 22 iVl Mds Asistal, EAA 5= £=8 &=
9l7] WEo]. A" A=7|7]9] FAARMo] Aokl JAs =A b ok
3% s oF "oty B Aol QtKChoi 5, 2019). HHH,
o] &
|

o ko
mmg%

N

]

]EJ] 7] A B A= I FYSHA THdlof sh, tE A= Wil 8y
HEo HAIK: A BREAISHA] gthal B AlZto] it FAR] AJZofAl= of
HAE 2=717]9] FARgolu 4714 J3Fo] Bes| BreRIA] gk Aol A%
sl WY ZAIE fEskal %]FKKim, 2020). ¥t HAE X]§-7]7H
AP0 7|Hksto] 2A e A&k WHE s & o Slth 9lE 59,
FEAEE HAHT HFHo= Xq%ﬂ%:— HAg A=7)7]0f s Aol gt A
Y AYIE F8sk= Ax digte] & 4= JtHAbraham &, 2020).

oS tAE A=7|7|9] EAE R % A=717]9t Blustd that Z

5 r1r

=

4

]o

www.hira.or.kr® 17



CIXKE x|27|7|Q] HUES =K diot

(B 2) 9ofZ 927)7| U CIXSHATNADH)S EN U =2 X0
ElxlE:I%{l&]HOI
= ofokz oz Eﬁ)” = AAFE
oHibdom &t | QMixoR At MolEl | B hHIKIZRt | 7IE 7159 CHA| Eet
Molgl HlmZ | HmROl: ZY 7p) | XSBlol M2 | 2X0| TRt X
H|wt (ofl: 2o 2 H-CJX|E H|w=0|
T3E 4 U
Ink3) HE 48 2 SIS | ARt ojcto| | 2245t Yt iR Y
= S| MERoR Ui | 2 345 WH | o] 0jkl= Saie
Ihd o RS AHOE | TEEP| 2B EAARD|
=R
HOF 220 AKKOl: QmoNpRt | OI=IHZ ARRE]| | AFBA AIZKHIR) L
Aext x| 2 ASRIR0| | EP| 9Bl RS | ARRKE HE(HO)O|
21 =WQ = TESKK| | oKl 9 TR | IAT{0F &
[ =S (active user input)
T UBEHIRS | TATIIEUIOILE | CHFRE MIZ Al | JHEHIZ0| HIS 24
|, | EEBl=TEEpL | opi=o| bl WPt EPi= BRI 00l | off Sy mBleiRi= of
e Ol 7 A ARR| D | | 42 2 ABXIE B HIR
HIg At S o o % Ik
AEES0i| 7H15H0F &t
CHso| TRD| | 7424 9] HoI2 ZIch | Z4ZIStMDiffused | HIZIZERIS TEEY |
A ool ZzIE | 77| S YR MEZ0l | health) X Z42Q| | 9B ERFL CIZ ZOR}
| ey St H3I2 0|0 (Olf O} 5K} 20 T
H | FRES U | ZRUS URIIRD | M FR § | 27l & o ==
oz | ZH MBKolEA | RiSKol: ARD) | ofst R Bls T3
9| g5t | UB)
FROAY Y | F2 QALY T HI | 70 U ep] | Hig-—Znt 2A0| 7i
2R | BEEPPHRES | Wb} Rst Ofkl= ZHopH | Bl 4 92
=M 52 HIgSH

1) DHI: Digital Health Intervention
2) QALY: Quality-adujsted life year
At=: Gomes, S. “Economic Evaluation of Digital Health Interventions: Methodological Issues

and Recommendations for Practice. 2022
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1. O=

7t s

A Q=77 | A=A EH(International  Medical Device  Regulators
Forum, IMDRF)¥ ul= FDA(Food and Drug Administrationf= HYAE
A5717] 2ok FAAAE A=A o= nfdsty JeHHFTY &, 2020). F A
201390] AZEQJo] 2]77]7|(Software as a Medical Device, ©|s} ‘SaMD’)&
TA-Esh] gt lolEERRlE WlshHA, YA A&7|7]= SaMDe &
THE A=t E3F FDAE 20179, 71&€9 Al HAPh SaMD  AlEl
A3tolA] Yrt= Het stofl APAS5RA(Pre-Certification) AlE LYokt 181
201990]= AZEQoje} HutY Qfof tigh 7lo|=aRRlS nist] HAE AlEY
Si7tel gt 7152 "SIt R vl IEUHPIHALES-19 WHYS
A712 94 ZUHP JAAS BE et ot gAE dAAE] gk A4
84S d3glon, ko= fAd A 7s9] 8ol X&HoE duid Ao=
o EltHHong &, 2021; Nisarg & Atul, 2020).

ol

ul=k FDAE 2017¢0] A4l Hx=2 AWE YAE X=7]7](Prescription
Digital Therapeutic, PDT)& dl7Fsto] HAE 2 =27]7]0] gt A AlA2] 4l
S7HFAY. 28y vl=e] ZEEQI HtAol(Medicare)lxl= oF7HA] HAE
Ag27)71o] digh FogAS WI;oHA| ol gloH, TITtHFEAR}; gy FHRo

dgAlel= 9FE Foj7h AlZkE . Qlck

Lt OXIE Xz717|29] g2 H &<

oj=olA gAg X777+ Qm7|7|2A49 AXEof(software as a medical
device, SaMD)9| F=ollA BEjE. wbA Aut 2z7]7]et iRV 2 x|

www.hira.or.kr® 19



CIXKE x|27|7|Q] HUES =K diot

et 5ol 24E1, g s5olA 8= FDA RISi7F ZEAAE AXIth
a4 iR "dxg A&5r)717 A8 E717I(Class I, Class IDZA Ald A
Ao dgsk= 510k AFCE 510(k)°lA= ofd AlEol Alukd 7171}
2AH0 7 FEolths A& FYofok gt E3F A5 HAE A&7]7]= De novo
BAEE B9l 510 Fol= 29 HE = AT, olof| Hstol, 20174
Pear Therapeutics®] reSETO] AL Auto] H a3t 9]27]7|(Rx-Only)Z 514
olZHEHE fgdor ALy YAEY A =7)7|(Prescription  Digital
Therapeutics, PDT)2t ‘BlA¥FE YA€ X =7]7](Non-Prescription Digital
Therapeutics, Non-PDT) & ~&5to] AFEHL Ut

Ct. FDA2| AFHQIZ(Pre—-Cert) MU =734

) ZET% 78

42T E0] 9]77]7](SaMD)= A2 07 FDA $91-& Bh o]For x|&xog
PHOlEE= EAo] Utk wEhA 7|29 Qmr|7Iv oo T2 IAIES
e R sk A W2 HASHR] Atk wet st wl==2 2017900 Digital
Health Innovation Action Plan,9] ¥4&Oo=2 AFAQIZ(Pre-Cert)o|2l= A=
A A=F ST ole B7H 23S E Aol F= Ao] ofyzh A=
skl APiksks dAlol F= Aol EA4olth mWEhA FDA= AlE= A4kt
A&Hos AT 4= Qe 5% ARFAE AAskal, s A4 Aiksh=
AlES 7taskE Ao wet #EA AP JEStES AHtith ER Y
SARE AA AFoNA L AR FATIA] oS ARt 24 BrRiHs §40]
Ut

6) FDA QII7t Al HIW 71s8t 77 Pt Sl AP e 12f&{Class ) 72 |2 2FE a2t SavD2et 20|
R EE ZR0= W JIsst 7|77t itkE OIRE D9 710 275k 7AHIE &= A2
HEE2MY 4 US. olof] It K=ot H2 A7[E0] 510K)0l 61 EXIE ME 4 Q= A E=2
(De novo)7 D=



C A3} a2l Al

Organization-Level
Analysis

Product-Level &5  Excellence Appraisal

Analysis

Demonstrate a
Culture of Quality

Real-World of Q
Performance & Organizational
Excellence
Pre-Cert Total
Product
Verify 5aMD’s Lifecycle (TPLC)

@ Review Determination

continued safety, - —

effectiveness, and

performance Define product

claims

Verify org’s commitment
to culture of quality and
organizational excellence

Streamlined Review
(if required)

Product reviewed to determine
reasonable assurance of safety
and effectiveness

[23 5] 0= Pre—Cert: MIZ MOiF7(0f M2 2|
Xt=: FDA. Pre—Cert Working Model -v.1.0. 2019

O AZBA H7HExcellence Appraisal): AZHAR= 2E2} QFH(Patient Safety),
A& EZ(Product Quality), A% ZU(Clinical Responsibility),
Aol EQE AQ(Cybersecurity Responsibility), Z=2% HSKProactive
Culture)®] 574 9x& 7|gtes HridEd. H7t 2y, ZE g9
TEA7= 7192 SaMD 7B AE R0l "t F 7HA] e(Level 1,
Level2)9] ARG AHAol FojXith. EZF H7l Al FDA= 7IY¥E=E
AR H(Key Performance Indicator, KPDE Z743sH}. FDAE
7190 82HE KPI Q9FHVANE F740E SO 2H ARAAY] 94
37} Axto] Higt ol oiE AER

O HE Z%(Review determination): AFQIE T2 73 fAfoz AAE JA=
AREAR] Al APt ofd, 7tAaste AHREE Fot AEZ wEA A
ZAJAE & et o], APHRIS Z2H YoM JA] +F(Level 1,
Level 2) 9 7IEAIES] AP0l wet HESSE] 249t ARY A=
IMDRF] Y@= 2] @} I~V 5522 =t

www.hira,or.kr® 21



CIX|E x|Z27|7]9 HAUES M2

Hio}

O -

(B 3) 02 Pre-Cert: AFKQIZ 2elof 2 HESZ

IMDRF2| flai= & HE &
(=4 | M e [E= =[St HA 7HHE
TS =S Z= Mis Sther HE 474
S8 \V | Critical x diagnose/treat ZASIEl ZIESR)
= I Critical x drive ZslE| ZHER)
93 Il | Serious x diagnose/treat senel R
= rious x diagnose/trea o oo
= Serious x drive
os : Level 1(SR) nE
S 1l | Non—serious x dagnoseftreat A2 21D o
S Critical x inform
= Non—serious x drive ZE g2
S| Serious x inform HE 92
= Non—serious x inform

At=&: FDA. Pre-Cert Working Model: v.1.0. 2019

O 7tA3}E HE(Streamlined review. SR): 74k AR HAE AASR= 39,
A= Y @2 Administrative Element), A 84 Product-Specific Flements),
71l 3AC1Y AAL 2 HE 27 JH, AARE B2t AlE 57 Xk AREE
FDAO] A&sfjoF gt

H 4) 0= Pre—Cert: 7taslE 4E 7824

e 7424
Wy o4 | BX, WPHE S
QLT UTRS, UK A, NOIBIESH SBIE 2N, AZMN, 2R,
g 24 | Z22 SA51010) Tt S54 HII S), SRMERH QIEHOLA ), 4
02, ATEQO| 7E, 7P| S50 THet HE
TEH A | MBMAF ZW, AEAE ZW ZW, ANE W} A

N=Z: FDA. Pre-Cert Working Model: v.1.0. 2019

22

O AA YAt A7HReal-world performance): AlEo] 3j71% o|Fof=
BgegolA 9 b, &3t 9 S HURIE Bt

A

gme @ AR WY

O 71+

A 4 AlEol Yusks 7ls= Hol=Al B7IsK= Real-World Health
Performance AnalyticsRWHPA), @ A& AR WE AR HES
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H7lsk= User Experience Analytics(UXA), ® AEQ A, AFA,
A4S H715k= Product Performance Analytics(PPA)Z Ltt.

(B 5) 0= Pre-Cert: AA| & Huo| Wt &f=

7= HIHE
7zt - AlA(Human Factors and Usability Engineering)”
(Real-World Health - &k QMM (Clinical Safety)
Performance Analytics, RWHPA) | - 71 Q| = QA §1HHealth Benefits)
-~ AF2Xt DEEL(User Satisfaction)
MNEX B - 2| aliZ(Issue Resolution)

(User Experience Analytics, UXA) | - ARZAF D=8 {E(User Feedback Channels)
- A2+ &0d(User Engagement)

77| s - NO|HEQKCybersecurity)

(Product Performance Analytics, PPA) | - B As(Product Performance)

1) SR} J7HRI0) S3E 12fol=X|, A8 NS Qo XISMR LEok=X| §

N=Z: FDA. Pre-Cert Working Model: v.1.0. 2019

Ax gxE X&717] YAQ Pear Therapeutics® ZEIBE 97 AA7}
APARIG mhsl = Tjof| Rofstal QAR ofA|7HA] o] HEE FDA 5|7k vk
tAE A=&717]e JCHFDA EolA], &R 2022. 3. 16.). E3F FDA %A
APARIF O = AEL A AR AHARICE Y5t 9] HEE Zoprtal
U= Aol

AR

et =0 83
1) 3H9¥ (Medicare & Medicaid)

HojAlol(Medicare)ollA= oF7HA] AHE HAE A 571719 et SoiE EASHA]
& ok ofE 2020¢ 3%, Prescription Digital Therapeutics to Support
Recovery ActZhz ©IF2e] A Hclo] AE=Qla, o] ®Me] oA H«
HoAPIEoA BAEA d JEAREAC] =S SR AN HAEAET
5185l U= 93l It Capito, 2020). 7ol A9 TRIEX =77 = HAEZ

(LI

o

7) Apple, Fitbit, Jonnson & Johnson, Pear Therapeutics, Pnosphorus, Roche, Samsung, Tidepool 2! Verily
(& N, 202097 %)
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2 OREALEAo O] off)- ] A 7E Pol] FDAS] 59k ¥k AlE o2 Holsfal Qirt
9] Rk AF-21¥2)(Committee of Finance)oll 2JFE|0] HE Fo Itk

g, HoARIEMedicaid)olFle WAEAR, 8@, "RRE & 4R
Fstate)s o= URE A#77|719] o7} ARREID UtiReuter, 2022).
HAAP|E= 7 YR AR #E-2gsh| el g8 51|
AR 2T gEHAGY 5, 2007). ©] F WAEAIE 1] AEE ATEY,
20219 129, "dAel= Z2IQ1 ‘MassHealth oAl oFe @38 4 olHZE:
A= oigt FES o] ol TR OAE A=2718E dAE (pharmacy
benefit) E20] E3oIYr MassHealth, 2021). o]0 w2t MassHealth®] 3¢
SIS A88E= 71 B2 Managed care? 7IIARERE HAE A27)7] H9945
A WEZ 5= QA FHAE FAER] Zlo| =Rl WHEER] 2gkon), ARAARI Pear
TherapeuticsollA A2k A 23t TruePill PharmacyS £3) Xd X777} A&
2 ZoZ oyt

2) Pharmacy Benefit Manager(PBM) ¥ WIZFE A}

SEIATE= 9 kg9, 5] PBMY FolEEcl= HAE A=7717F Hot
AFHo= HEEI Ity PBME AQAL, oF=, 183 HEA} AfoloflA LF]
A TS ok AFAIE RIRITHe]FA, 2020). BAOIA PBMS @
AlCFARRE o7 EA E ZHIo|E HA-E, @ HIOJES] EHi(A|2AL oF), ®
HoAel HASA @4 @ A% 99F ES(formulary) &4 59 9T
gttt oA Wof, PR AlQFE PBMO EE9) Q= QokETt ertol wet
FoE AFeeh wEbA v= W PBMOA HAE A 571718 S50 ZsHA
=H, gAE X=71719] AR Ejoll et I vIA & lt 20194, Bl U
thIEZQl PBMS! Express Scripts®} CVS Health® HAEEAAR(Digital
Health Formulary)e 3oy oxEd WA AFo| Hd JoESS
A5Gt Muoio, 2019). 18]3l Express Scriptst YA} $x1o] AREA],
T8 AAR 71R19] Al 71R] EHE dEste] AlES Btk gtk

8) Pear TherapeuticsTte| reSET 2 reSET-O

9 Primary Care Clinician(PSS) Plan, Primary Care Accountable Care Organization(PCACO), Accountable
Care Partnership Pan(ACPP), Managed Care Organization(MCO)
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Step1: QAtd Step2: AI2AM Step3: ZAMX 7ix|
(Clinical Research) (Usability) (Financial Value)

Ol oM} 2 BRSO}
M2IIS0| g =S

Express Scripts@| AO|X,

— | AR50 et M= | —
IEXIEE0 st M2 AAY AR XY

_ 7IE0| AR} RiEHE 2l 5

0125t QMO Ui Z8t oM =s 2 Se sl ZMX
_ LLO o= Oo = T

UMK 25M 52 UB 7IRIZ "It

[22 6] 0= PBM(Express Scripts)?| CIXE MZE ZIt 1bd

Xt=: Menaged healthcare excecutive. Express Scripts Introduces Digital Health Formulary 2019. available from
https://mwwv.managedhealthcareexecutive.com/view/express—scripts-introduces—digital-health~formulary

20229 49 71& Express Scripts®} CVS Health®] fR@dAx-ofl= 27t
1770, 12719] AjEol ZS=lo] ItKExpress Scripts SH°]A]. HALRE 2022. 4.
19), ol HEgAR} oAlolA ArE= dAE A £ 552 A6l Atk
oA ou7t Qlou, oRA7HA] tiFEE FDA 5R%lo] EQokA| gk HHIIIA
ofZ=|A Ao SRtk AlRbde] Uk

o)e|, YITHEIASIAIME AxAdAet 7E Aks &d "UAE A=7171E
A7EAH] xgstal Qry. wZF BHARI Premera Blue CrossollAl&= 20214
749, A4F dAE X=7]7]ol gt G WHESIUHPremera Blue Cross,
2021). Premera Blue Cross= FDAS] 513} ishd JAEA HE #9339
B7EAE aEstal Qoh §5] AWE HAE A=r|7E ol&ste] ARENE
FHAIAY, oE A= 568 Heo] Qlojof qth= & AXIskL Utk
dutojeREo® HEEe= 717v, AHo] BRSHA| g2 Hf= HAoA AlLHrh
B3 7IAPE S9E A8 fsiAe 9Ae] gt Awo] dash,
HYAZHE ok Aol digt AFd521(prior authorization, PA)S Btolof
gt 20219 99, Premera Blue CrossE FolgZAWAol(ADHD)2}t
ARl digt Ho 88 S F7H= WHSII o H, ole} Tt o5ty B =
AESHE= dA9 = Ao Z FRIHETHPremera Blue Cross, 2021).

-

o
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H 6y 0= 2IZtE&AKPremera Blue Cross)?| 20AE 7|&

e FRLE
- FDA9| &I &2 717
- 20| DIXf= 2ol CHol| Blelel 2ES W 4 U= 1o 27t

Q= 77|
M-
Zoizy - & ZAZZINet Health Outcome)7t SHIEALE HMOIE 7= X229t
7lE H|WSI0] SS55t mals Hol= 77|

*

7|20 HHO|Lt 2A;, Z2t0f oish MAE-HAN HElE SHotAL OE £ U
O, 0l2fst Zupt Y7|MO2 AL SHXNRl Feks O|FICk=
off S2H7HPeer-reviewed) X0 AXHE A7Z}

- 2lO|MATL Q= 9|=019| Mut HR

- MU OXE (=777t HHO0IL 24, S92 o) HI|RH-X|=2t
22 &2 ol MU ASE SYol= =M ER; Ol gitdo=z

IOl CHSH | gEl= BER|Z*| SEtEofof 3
SOHNEE Tt | - & OXE X(27)7]2] =2X0| 7191, QAL T|E} O|EH|EXte] o=
(AFEIRIB) st Z0]0{Af= ot F

*

S=E7}F OetZol0f AlME AEld U= defE 20| Zjgt ot =S 2l0lst
0, Ol 2=A, TEolslal, #a ULZ0F S QAL HAH2| AIFUA L
o=z QIFL= Z10|0{0F 2.

A= PREMERA BLUE CROSS. Medical Policy — 13.01.500. “Prescription Digital Therapeutics™. 2021

Or CIXIE XI=717] HIAA

1) ¥& A$ke 98 HCPSC/UDI F&

t|=of A= QJFElgolA Tek= BAw AH])Ao] tigt Bl& T A] Healthcare
Common Procedure Coding System(HCPCS) FEE o]&3ik} ujl= Y &
B H A 0], HgAlelE, WZFE3ADE Health Insurance Portability and
Accountability Act(HIPAA)Y] @&} HCPCS FT=E E59of SHE&E, HCPCS
Fo= B} vl8S Al 98 "asithMedtronic, 2013).

HCPCSE Level 1~322 3=, ©] & Level 12 QA & HAQ2 2710
o] Au]A0] gt Current Procedural Technology(CPT) FEZ 9u|5HH, Level
[I+= CPT Z=of 2R g QmarFolu oA 9 AgAgE ERIsk] sk
ARGETHO =Y |1714H1E3],  2016). Hl=OlA HAE A=rPle AR
Oz 7]71 9 sigst7] W&o HCPCSS] F=of we} vl AlSlo] o]FojAof Sict.
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T3 o] AR tAE 2277171 FDA 5908 W AR HAlA FoiE
AZRE AeM e gAE X&57)719] tigh Z=7 Hes] FFER ATk ol
ot EFARES e HAIEA g2 o=t AHlo] tigt IFtE
AAHoz g3ty ek ol 20229 29, CMSE  FDA 5QHke
R EP52 70 AP o] tigt F=(HCPCS Level 11, A9291)5 AlAs}9it). ol=
Agdolyn td A=771E A=7)7|E Fo9 & e A= AZv= b
OJu]7} IEHCMS, 2022; Pear therapeutics, 2022).

B 7) 0= OXIE X@7)7| HIg &2 I8t CPT/HCPCS ZE XE(M)

= AcH Ly
CPT 99199 S50 gl= TE MHIA, AlE, = B

A9999 7|Et SA=IX| @42 U7 Q= EH| E= M2

E1399 7|Et LY 2l=EH|

HOPCS e0s | 7EF BAISRI 92 Xt orERg TRl

(BE Ty U WMl B3

FDA &2IE XM CIXEdSKz, Xz 13

(2022.4.1. 2 Mg)

Z) DIZEHAPREMERA BLUE CROSS)Q| AIMIE #Zx&t

Xtz: Premera Bluecross. Pharmacy/Medical Policy=3.03.03 Prescription Digital Therapeutics for
Attention Deficit/Hyperactivity Disorder. 2021

A9291

ghH, HCPCSE ©l83to vl A& Al BASA &2 5 IZ=wt ARSE
U= A dizoll, vl=re] B2 RITEAANES HAE A=7]71E iAoz
Fei2 Fofok= WAS =stal Utk 201040 FDA 5908 2 Weldocd]
Bluestarl0& 9J°FE F=(National Drug Code, NDC)E A4} L H[-& Al
ggafigich. 2=y 20130l 9E7171o] tigk A3 =(Unique Device
Identifier, UDI)7} 7171DE]0] 2016@ = SaMDe] NDC F=E #-8sh= Zo]
AR Atia AAEHA, 2023 9YREl= UDI Z=7f AR8E o[t

0 Gl iKjo] ZORAST IS 9Bt XpfEz] O 2010200) U0 FDA SIS ¥S

1) EESIE ALE 15T 23 5851 7P| OJHIS B, Al = 2| SOl 2xo g
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olo Hsted, CPT FE WS |IEske vI=ArgSl(AMA)E= 20219 114,
SE7A B IEAA deol| AEHY 7|29 dAAERYEY Z=F YAE
QMAFAEZA]  EFeles HAE fclaith2. PAAFHYE Y (Remote
Treatment Monitoring, RTM)Z =+ SaMDE ol8sto] 2EAke] v|Ashy
HlolBE A5k, AEeS AgHS ERE S| HAAHIE 940R
TUEY T o F8sk= FTOTHHRS, 2021). T34 ol HE A%kS 93t I =
7igole, witA oA oAl HAE X 57]71E Joi3t oFA] g2 Aot ERt
UAEFANAE ARG HYE Y FEof| sfgshs dES G0 disiMe
BeolA] gt} webA sid F =i 20239 1EFH HAE AR[PE A=l 282
Agolut, o F=rt vl EAA] HAE Xmr]7]9] HlE gl duit ANgE
ARJAAo| disiM= F7HQ1 AE7E skt

(B 8) 0= CPT ZE JHNERAX|ZZLEHY)

2 | =cw LhS
=714 9891 | o5; = o = -
AA X2 ZUHZ, xﬂj)\g_ ot =7 AX a4l six} WL
2 s | (oa979) = @LER; MHA o I
089x2 | SE7|A0f st ¥4 X2 RUHZOI: 35714 ME, X222,
(98976) | X=EIE &), E&7|1A ZEUHZES st X 25

=2 989X3 | ZEZAA0I gt ¥4 Xz ZLEZO: 2544 HH, X=ee3k,
ZF | (98977) | ARMIS ) 2B BUEZS 9IFt Mx| 23
CIXIE QIXRASX|=0l ot AAXIZELER; CXH OIX[lEX|z

OH

B | ez o A 22
ooxa | PHERMAIR 2 LA, SIS XIS 25 wziRNSle)
oot | (oo | A AL BRI 20 St S S0t 4 1519] M5 FRLPIOIIS
‘== Q5k M2 2020 M2
MH|A : .
N2 | guexs | PHERAIR T2l MHIA, SUTIEL K21 2 B2olRNRl
o) | AR A BRI 20D} B 2 S0t 2k 1519] 45 FHRLPOKIS

Qsk 7| 202010 M2

1) 2021.7. 2022 Physician Fee Schedule0f 989X1~989X5 FEZ E&lk|= 7102 WHE|QCITL,
2021.12& 98975~98981 A2 %|E EHE

2) Of 300t T 7ks, A8 E MR 9 JR0| Xt T AT F7

Atz: CMS. CY 2021 Payment Policies 2 CY 2022 Payment PoliciesS #1160 A4

12) 20214 78, CIX[E QIX[RISK|= | RARIZ2LIERZO] CHEH FAE=(0702T, 0703T)E *Z RO6IA
1, sifg F=7F 2021 1120] A FE0f| EHYUETEM UAEES ARE oy
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2) 39123 E ALAA1

nj=of| A R E X 727]|7]= H3Ro| Wt 9)@ 39 (medical benefit) 2¥ Fi=
oAl Fol(pharmaceutical benefit) ZEO 2 A|lFHct WA, omgo] RIS
gAd A=r71E Ymr)7|2 75ste] gojoke HYeE, it HxdE
Ag71719] Ay g A2 Sl webA ik ARGAIA HxE
Ag71719] goldAE Ffste] SAPA AH Algsty, XEHlE Ao
golAdA HlE&Z HIAERE AT wh=rt e oA ATE AAYE fxE
A=771E 971712 o9 45 AFEE A 7tse 2ot g7] disel
Olggo] X3P &2 AlgHo|tt.
HHH, oFAlEe] Hg2 FDA 59l Al Ea%= =717 Z=(UDI Z5)E &9
2 AET 5 T, 7129 A oJoRE A ZEAA0A UERE 27F5HH 7|
2ol 2= ¢ g¢ &89t E3t 9AE A=7)717F QekEdt fARE
of: & &9 AoE AY 9 XA, 71E9] QJoRE] HEEI|E k=
A o] dAF] EFo] ASEH|E it} ol @ oJsfBARl TF AR, @
A A 1, ® HE ATe] SHoA AuEd thaat Ao
O (AA) WtEAA= PBMe] ARS Bo dAlFIEES Hefsh,
PBMZ HAd Aw7|718 JolEzo| =ds7] st AxdAel Ak
=} o] wfj AXAX= HFYARPBMI Ak H o= F S X3 AR
Adsta AlgS Astth dAE A57|718 AYcks GAF JA| EARe}
AlokS Aldst dfigd HFAR] ZHIAIA A=A R|AE Al
O AFE A I) i k= TAE Adet &, dXE A57]710] gt AR
oFztof Agsith A= "Q3t A9 EHIANA A ARS9l(electronic
prior authorization, ePA)e W=t} =2 A o] w=t txd
A=71715 AR oFguitt dfeks I WPl AolskARtE Hi7f
Aol HE =5 AstAY AR AR Algolal, a3 49 2] A

2 15 5 AR AL 55 A= FEHNCPDP, 2020).

13) 0= NCPDP(National Council for Prescription Drug Programs)2| Digital Therapeutics Task Groupte| Xt
128]9[2022.4.6)5 S5f XAIRE +=2lgt
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O (H1& A% =2 bAE A=71719] B8 AlF3t A2 tiet 2AES
HARERE AJghton AlFo] wet $p ERIFEaE Aoy 2tk
AXAJF= dF=Z B0l ATl theh B8 A0 R Afghk=tt. A=
QIeSkR} W} HRE X|=7]7] Aol tigt XsHE HEROA| Adeh=th
ole} Zo] oHlge] BP9 7K & EAL dHE B "AE ARIVIE
AR Holck. o, oF2 AeeEE HET & S HEUH(special
pharmacy)' < 2uettt. Hxd A&87|7]= §3Y AlEe] ofd AZEgojo|uz,
AZAZ = 517 Fstate)ll tgh QJekE 2A| Hglo] Q= 28491 o= X4 g X3t
AlekE Adsgitt. 2y o1 Algocls B@A| uet Alekd k=to] e 5= 971
ofj2of] Xﬂ’“ﬁﬁf“ ofe] 329 oF=at} AokS Aldsks A9k itk vl=olAE Pt
2211 =g B9l AEYRRE 24 vh= 3ol Qs FDAS] 521 Al A E
A&7 H A7 ES EABFHEE HAISkLL Q17 wize] Mg IHgoA BHasl=
Z oEe gl Ze= Hlth Iy "41‘:”:‘0 AxA = 7eAgs 5
AoeRI(EAIE)E ot Slrh wEbA A= FE= AxIAE BiA
tAE A=7)7] /\Fg—oﬂ gt AYS v £ Qo ‘:’r, koA 71eR e
OFAIZ} o}l Pyt o] HsiAY ARPRAZ opAgh o] Hditt

K

oz T2 HD
--------------- 3 e
! 717| A8
1 biojg| 2
l jlolEf A T
| (BHo]H 2 H2)
1
° AU ol ctolda A2
oeyEy T =gl —— A=A
; PDT A& 2H0| A H| x5
I ]
! PDT H1 | PDT =HH| Y
| FeH ®3 1 2h0| d AH| IE-‘
] v
1
“““““““ ' PBM EE& 32}
z"ot
TI=H| xg

0% 7] 01=9 Mebed OXE X717 MEHALHEH 23)

Atz: CMS. Healthcare Common Procedure Coding System (HCPCS) Application Summaries and
Coding Recommendations. 2021 % Clarivate. The changing specialty drug reimbursement
landscape. 20198 Z1I6H0 &4
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2. =Y

7 W 58

=L 20194 119, gAEAAA IH(Digitale-Versorgung-Gesetz, DVG)&
Agsty  AZEF JIAelAl "dxE da ofEYACIADigitale
Gesundheitsanwendungen, °J5} ‘DiGA)S Foiskl7] 95t ¥ 7|WkS ulglsiict
= 9lF9] oF 90% oWo] HAAIHEA(GKV, Gesetzliche Krankenversicherung)®l|
71E] o] = BE i) Rlo] o] HE B9l HAE A=r17]Y "WelE v &
A Ao 7|oErt

U2 gREdAA o] mY QoA FatE ofF, 20209 48y 5¥ol=
A F =77 AA(el5t BIArM)Y] 7telERRlx} YA e 7734z (DiGAV)YE
3sto] DiGAS] FA14Q1 Fof QI8 813 HAE A5G E3F BfArMoflA=
A2JAFEL] 77ES SAE Aoks Y AHIAE ARSSHY DIGAY] A XY
Akl et o]e} o] EAL DIGAS 7FY HMFHo| HiE &g {5}
M= =M= B7F "o P9, 2020).

B oo ¢

(B 9) =2 OXEX=717| 80 4 dat

¢t I UE
- HEIEZA8(Bundesministerium fir Gesundheit, BMG), TIX|Esi=
2018. 3. I8t Ml 7HX| M2 HE =2KService Supply Act, Drug Safety and
Supply Act, Digital Provision Act) &
2019. 2. - OXE HE 2 224 MYs 2ot A=7IE=e] 8071 =& o)

- “Act for Better Healthcare through Digital Transformation and

2019. 5. Innovation” Z=Qt &H

2019. 1. | - =Y 93| CIXEIAAHDVG) SIK128 199 US)
2020. 3. - GIHIO|oFE 0|27 |7 |G A(BFArM) 710[E2101 HH
2020. 4. - CIX[EHZ =2(DIGAV) LB

2020. 5. - OXEHAZH(DIGA) 22121 XH JiM

2020. 7. | - 8ERH CIXZAHZUDIGA) MY LH

Mz OIS 52 CXEEAH Y] A2y MYN = HZE2MHIA AARE.
ShREHMATISE. 2020. THRIE
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Ll C)X|E=X|27]7|(DiGA) Xe| L tHQ14)

=Y DVGOA dAE A&57)7]= HAEdL ofEHACIADIGA)E s,
TAER] 842 o33t Zrt
O (9=717)) 71&2] &HolA DiGAE H¥6a°] B2 57715 e s sh,
SHA%HEuropean Union, EU)9 9=7]7] AHMDD)9] Class [ E+=
Class Ila] sigst= 7171& /]U]"h:]' mebA 9571711 DiGAE ¥RHARl
A2A0] ofEEAo| k= g 2ok BA S Zh=the HolA Aot k.
O (B& 7I¥) DIiGA9] F8 7|ls= &% 7%—& gAd 712 94T 5 Slofok
6}‘:} DiGA7} o8] AlA 717], ARfERIR] T ofz] St=goiet AgtE o]
&d & gloy, stEdol= &A1Y 7]0 % 4Fo|1, 8 7|5
oH3] ofEgAClAE Bl AlFE ook gt ®3F DiGAZF Q=X19] A,
TR Z2 AH|AQF AASte] AREE 4 oL, ofof T2 AH|A Qlolk
DiGA7} RS ¥ & St A7 Z8sith webs Tedt dakw
EHE02ZA9] ofjEA o1 SFcHA] E=rh
O 8 54) g4, Al Bolg AdstAY HUE Y, A8 Ee Aok G2
ARGEE A ouigith webA dARR F249] 717 s3] ¥
O (AEFA) BAP7F =02 ARSSEAY 2R} At oA AREShe 7494t
I, i o2 ARESIo] SRS X|moh= Al SFoHA] et
BfArM2 mjAEE 7lo]=gRlofA DIGAC] siid E= digorA] &= A<t
ARgoll disfiAl AlFog degstal Qi

(B 10y =Y DIGA SOOI H7Is HoHi 2t the 717]

T2 | DicAdl sligtstnl 212 DIGAOI 3t
B RENEE okOHE9OA,j o s
wo |7 AEROl 8EEDIS Axp, | g DISUl I8 2 =8 SIEE A
T2 | oEepiopse didewoleey | IS SR B/, AR B
7ls CHHADH 22 LHE
 TEAT 52 75501 OfEPIDH LD St

Xtz: BfArM. The Fast-track Process for Digital Health Applications(DiGA) according to Section
139 SGB V. 20202 &5t 2o

4) Qretdep. Aoos on presoridion” : Digtd Hedth Apdlictiors (DGAS) — Paih to rainbursament, 2021 Ziis 0 20
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Ct. A43EA 20 S

D 39 24 712

BfArM2 7171 Q7AFHgeneral requirement)¥t 382 X =:ATHpositive
care effect)®] & 714 o] tsto] DIGAS AESI] o] 54 58 2733t
717] QFAREE 71719 B/dat AREAAAY, Hlole B 9 FEERE 7|7]9 4
S Q= 71717} ZE5ofof sk= 4= 2713 it A A Eaijolles A EH
ZWdolt 548 7t I 59 A H(medical benefit) Ei= AR oA Y
RL9] -FHA FfA(structure and procedural effects)of] tfst Wj-8o] ZgHect
o] F A& AT FY M2 8= A, A=RHIA A, A A5 5 HAE
AZ7V7E D& 5 Sl o] HYof| tigh 7]eo] 23k=o] Slrt

(B 11) =2 DIGA 208d 71

= 2oz 7|12
- OFMA 2 AREEM(RE CE 215)
717] - Hl0|E] 25 Y He =0t
STARY | JpEA NEL8N, J|7| AT, AHR HE, AIRA, QIZMIZAL X|
¢l Olz=Ex ExI SIXt OFF
(UM ) TZME TN, QETIZE TS 20 AL A0| A S S
—xixd - (BIR} RIZAHY JHM) X|Z 2 JhM, 710[ER01 B ZOMHE= og T |E
NEE Off H3iEl= X2 HIZ, 22& M X2 &N I8, BIXt OFM, 71248
HOBHSE] JHM, SR} KIFEE, LApusiofn ZEmE 0f2{20) st O

X, 2o HeAo| HHX|s HHUA S
Atz: BfArM. The Fast-track Process for Digital Health Applications(DiGA) according to Section
13% SGB V. 20202 &5t 204

oldf, FAA A5AINE US| Al AxAA = SLolA 3= Hlw A
59l ol DIGAE ARESH 3toA] HluwtEet o U2 =283 7F YeRES
Ao gtk HlaghE Briols @AS WhYsta] DiGA7F ofd thE X=E 1k
SR, FA|EHnon-treatment), = DiGA E50] 4] 5AH DiGAE ARE3
A g7 o Aeg 4= i} dlE Sof, DIiGA &0l T2 A& tjgto] glo] St
ojL X F % Hhx] F5l= Alglo|abd, DiGA STl A Est Bl WS FA|57o]
Hct E3E DiGA 9o o2 A5E w2 Tt Bl wiofls EEX| R (standard
of care) #5F of2} tieket A& WEo] Hlawto] 2 4= vk HHoleet 22
¥ A5E AREsto] HA(historical) RO Blwsh= T 7FsSH

b

fo

o
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CIXE x|Z27|7]9) HZLES =K 4}

HEI} o7,

HE 7 |

a3 e
(RCT &)

HIE}F 24

[OE 8] =Y DiGA: 28N Xzgdt ¢

HIHEF +3 7}
201 >3 25
- 221F
oIx
g
oIy
=2 oI5} [=|
5= fleh S+2f ENR

Ktz: BfArM. The Fast-track Process for Digital Health Applications(DiGA) according to Section 139
SGB V. 20202 &1Iot0 2

BfAMS] DiGA WAEEZ sjol=eielofs 344 Azawo] det 45
AHIE AAISHL Qlth. 3784 Amadt & I aNE dS5cke A4S 9E
B9} Ay S B ASHE B9, A e et 49 5
doRt 2O 715 48 4 ek et 4 34 SAse} Ut DiGAE
Aol s} ool AAbH mIE FEsHT Uck

T 12) =Y DIGA: 2042d 7I=(l)

Al o35 | HivE X
. - Numerical Rating Scale(NRS) for pain

DIGA-Supported 7= AUMH | - KOOS(Knee Injury and Osteoarthritis

Physiotherapy for Patients | = s Outcome Score)

with Anterior Knee Pain ce - 274 2H o]

- Symptom Checklist SCL-90,
UM including GSI(Global Severity Index),

Support DIGA for PO g1t PSDI(Positive Symptom Distress

Mental lliness(e.g. 151 Index), PST(Positive Symptom Total)

Depression, Anxiety) == X | Jg,'glg(mﬂo 7 |AIZD

e | R ESE
- QofE —?—04(Drug administration)

Accompanying DiGA RE | 29F £38& H(Morisky-Score &)

in Patients After =ES | e | Az afE(HLS-EU-0- questionnaire)

Stroke - 2kt = AKX} PSR

Z) BfArM9| 710|=2tel

UM A A= A0 L

SO= oH SMARIS TE & QUS

Xt=: BfArM. The Fast-track Process for Digital Health Applications(DiGA) accordlng to Section
139 SGB V. 20202 &5t =
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(F 13) S DIGA A S 71719) QAIE Ui & TIPIE

=y OIAAIE LI Y=
H=H QIMAIR LHE (2™ x|251))
oo
(REITH 18M| Ofat CHMASES ikt
(AEa) E=X|22t CIXE XZ27(7| AR Hl - UaET}
Elevida (=2 EZFX|E 48l (WIS PEL-TES
() 2 2 4fo| Z(m|2, Afo= 2 cizle o2= 24
0l=4)
(REICh Tk 0]H 2Kt
Kalmeda (M) CIXE XZ717] AR - altsat ol
(CH==) 37HEe| 7| & CIXIE XI=27|7| AL AEHA M
() o|H BE 7|1E(AMB)
(BRI SHES FcHE2 SiXt
Somn (Asa) CIXE XZ2717] A - UatET}
© (CH==) CIX|” X|Z2717| OJARS(LEE SEXp =HE X =
(H) EHS BN, 225 S(EHS MZT Xp)
(REICh 2247 55 X|=7t 2Rst SXt - atgat o2l
(Asa) CIXE XZ2717] A F2E2-940|
Vivira (=) EEX T AA| Exz 2N
(H) &2 2 0™ E5 ZA(UNRS FHE), Sz H=E
0|4 JHM 4ol & skt
olAlE T}
oo
(BRIEH 18M| O|A SQHRIoN =kRt =054 2
(M) BEEX|Z CIXE XZ717| AR Hal = =0 4L
Velibra (tH=2) BE=X|Z o8 - X2 JHM:
(H) 20 2 223N, AEYA I Ao A FkH A= HE %
M2 Brief Symptom Inventory(BSl) SIXIRl 7kE9|
Hoel ZEA
T3 [ P
(REICH 18M| Ol AT S &= EHAt 608 olArE T}
- - - - . AT
- (MEE) BEXIRS DX X2717] AKS &3 o= AH[EF ZtA
. . T = ASH 2=21r-Yloc o
Vorvida (EH—f‘_.LL) -Jl=:\':,—.'_— = ;r; e irteia orm - X2 A
- (H) 2ZE AH|, ST, THEYS LEXIAO sixp= 243}
et x| &2t M=(AASE-G) S =Ure e
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D FoH5A 2%
H95A= ZA A4 SAl(final listing)} ZAK SA(provisional listing)=
TFEEH BfArMO B7F 23l 7177 QAR 3AF AgEade] & Ert
JollA Aol 7|FEE BF F55ME 4%, B2 4] SA7F =of BfArMo]
]5k= DIGA FIXAEZ] ZgtE|o] AHo] 71s3}ct.

7171 QAR B S50, F4] A= 24E wE 384 X made] gt
TA7} FEHA] 2 Ae- AEZE 1270€E B9t YAl SAE A4 sA =
7171 B4 SAE 71719 sRPIAE BE YErEelA Qi 2 AR EAR
Aol wet ARgo] Zhssitt. ot 2AE A7 = A8 71E 1270 ofd
AARE HlolEl(real-world data)E &8st 34 ARBIE ASI= AEE
AlEsfok gt ol s, AxFAR= BA SA 71t 5t USSE SAL} WA
8= BfArMo AlEsior g ERE AA A ZIZtel= 71719 tigk 7
= A|GE, QFAIFO] AR E= H[E2 ARPAE 7] Fddfof 2t o]= Hof
S DiGAol diet Ay LA QIFSHANL ofHs] A 24 AFT=S
Q5k S ¢ 4 AtHMittermaier 5, 2022).

BIAIME 94 571 7Rb B2 o) 3AY oluel Azt AT AR
Fusiel Hg 5A) RS 2R w1 930l Aol § Basihn g
A0l H) 24AWA AN BA TR BT S Ak SAA S A
BYHG0] FUEG AZYAL YA B4 FE oF 14 F @S Yo
Az TAZ FH3 T FoldHE AHE 4 ek 9 DIGAE elo]matelZo
wje} A Bkt 54 FolE AR 71710] et e v AR g A

=) Bslof shel, 1A 9k A% Hr) 105 0] W] Rajgr)
2. 712 A

1) 71843 da
U9 DiGAE= AHY 7IE 1271d 7= AZRGAE AT FEo=
AR, o= 4] At AAl 54 717] ol SYstA A8Hrt. 121l o] %
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1375 E= Y oA FH3 ARE 7RIeR  AAREAXRTANT
(GKV-Spitzenverband)?t AxPA} 7+ B4 ZI2AAE AX 7H4S 27t
9927 || =" 384 AmaAo] gt e BIESH], =gt 7
AT AR e SEEHECIY FA B7F 59 8471 12E 4= Qirt. wheF
ol 4ol ARHA FZ Aol SAALS(arbitration board)olA 374
ojtjof] & 7H8< 275 Hrt. T18al o] ZEAA0 wet AFHE 7ML BE
HYAREYAN YA HLEh  EE  DIGAY B HEL
717H90L~1 ) FHo] Fejz HAFct, o]} o] FARS: AA 71E8S BHs=
IZNAE 99 7H 2w fAll @ = Atk ol
ATATEEXGAATI} DIGA AXPA dA3sl= DIGAY A 19 B¢
AZAZE AAE 4= Qe AT 7HET 71 @4 Al F8Ee AR 7ol digt
oY ALYT o9 Framework Agreement)s AT 4 ot 1Y FAlo|
HISAE APy, ¥ 57t 3EA @71 diZel 714 24 A £
Ui Yrhs 2 QtkGerke 5, 2020).

$hH, DiGAY] 7Hik= Bk olE AH-Helsl= oA 477 Aolizict. @A
£ A7ZEE9 o PHEE(EBM)ols UAE A= Ao oigt Pt €2
FE072 IJEIglon ol= DiGA°| &YsHA AH&Hch ok FA A Al
AxAA = g DiGAol BEo] 9] SAVE BRFHA| ofFo] tisie A4,
7129 718 7Pt g DIGAS] Aol AQElE o] kES FES
BRG] o wokE 49 HE9 P9E AT = ok @4 EUS

A=27171%1 Somnio®] 3l B F717F ZetE|of itk

(B 14) = DIGA: 22HRI(EBM) 7t

EEM 71 BR/27t
R F0lA & 18] A
01470 | - DIGA £7| AU a0l Chst 57} o @3 18 / €200

+ 2021.1-2022.12.71FK19] YAl +7}
TRIE AOIA Y 18] 4 s
O147! | - DiGA Somnio2) A% ) 2t mpy et 2t mey ez | S4B/ O 12
Az SUHUESONRS| ZH[OIX], LR 2021.11.15. Available from https://www.kbv.de
[tools/ebm/html/01470_2902272584996535524640.html
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(RIZARH (BiAM)

HNIZ=AXt= Chgol YHE HEA HE

7171 QAR + 295 X280
(29HY, 7154, 22, HO|H 25, 45284) (UM &1t £ X|20| TE I THM)
7 OjLH 7% (BfAM) ep
AZi(testing) T2

(17| 27 2 AESIeL, SHX X2 SIS US| REt 42)

(==
B A

erey
! OPIQRME Y
O 2TAE Y A L
S5 x2am DIGA CjE2(0f £715 5 Sgd Aeans
o= A) (12~247H24, HZRRP} Al 1) 2T SEN7IN

=5t E?)

A 4

n ot 23}
Q- 2 (X
DIGA Cltiz2ioj @ ETE B
5% -
Iz et EBM X4
9 ouzusnsiens L CEsASHINES e @

(GKV-Spizenverband)2t OA} EPl= A X
RIS 20 712 Sy 22 A
(3 127422 HZ A} STHIII0NN 712 2%

HAIS 7+ =)

(012 9] =2 DiGA: DiGA M % 7tAZY HXt

Xt=: BfArM. The Fast-track Process for Digital Health Applications(DiGA) according to Section 139
SGB V. 2020; IQVIA expertise. Jul 2021; IQVIA Institute. Jul 2021. M2

2) RYAeE 74

DiGAE she] AlEo g SAEIAT 5Ugt AlEoleka stejehes Au A] gzt
E4olu = Aol wet DIGAS] AHWES 27| ThE 4= Qit}. wEtA] Y2
L3 3%, DIGAE A¥(prescription unit)= F GA AlEsFsto] AR
7HAE 23 ol 9JekEo] ffolu EAALo| 2| mpEt M E HEjEl= A
AR & i DIGAZE 281 Sl EX0 me} 7HEo] UsA Hrt

m

e aE
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M3 sHel Akl

(B 15> =Y DiGA: MYH| 712

OflAl

Alet DLER, ECG MM 7|2

1
If7 |XIQ7F? = 0[0] AFSE ARt OiE
2AH01E K& Mot BN

(&7 M) AR EAONM SF8t HI0lE

20| E2oPH, ol=eI0f EAbH 2%t 89

- (Ris %) 302 7t *Y

- DiGAZt (2] E2E= gk 8% oE
255 XMLok=7r

- Joint Fit 7|7|2 Module KneeZ}t

Module Shoulder2 T&

K2 BfAML Information on the Provision of Prescription-relevant Data. FESKE 2021.11.15. Available from
htps://mwwvofarm.de/EN/Medical-devices/ Tasks/Digital-Health-Applications/_node.ntmlE Z16104 28

mH2bA DiGAE i AEHS(DIGA-ID)ERE ofy2t Adtelz e AR 4

HH 5 (DiGA-Prescription-Unit-1D)

= A
= A=t

o] AHTE 53 DiGA HIE

2] WollA 5t DIGAS] that olz] Hueols WalslA A8e 4= Qlth the (#
16)9] AFoAAE 27] Akt A& Xupo] whet stego] 23F 957} galx]A

U, #48%0] Het mEo| FRE: A9
5 Aubge] Tio] Wag A9o] e

[ A=
7

(B 16) =2 DIGA: DiGA-ID2} MEIEHQ| DOl 2A|(0l)

DiGA(DIGA-ID) R (Prescription Unit) DiGA—Prescription—Unit—D
Knee Module—302 &{£4(001) 12345001
Joint—Fit(12345) Knee Module—602 *{2K002) 12345002
Shoulder Module—30% #H(003) 12345003

N= BfAM. Information on the Provision of Prescription-relevant Data. £E52KE 2021.11.15. Availdble from
https: /A ofarm de/EN/Medical-devices/ Tasks/Digital-Health-Applications/_node. htmliS 216101 2k
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CIXKE x|27|7|Q] HUES =K diot

(# 17) =% DiGA: M= L2010 SKHE At

Regete|
DIGA : sl= DIGA
H=H 2ICAnlE #llo | —Prescription TR 7}
—Unit—ID
27| XEH90)
00691001 » E €449.00
Rehanoy” 00691 Of[LX] (GI=HI] =&h
o E 1 ooeotone | OE FHAE o990
(Bl=o] o|=8) )
00300001 FIEES €620.00
Invirto— Die (SI=#01 =2) .
NI PR
Therapie 00300 Q{Z 00300002 _ fo' i_gr €620.00
An Stz) Lo (Ol'—‘F"O'I il:l)
seen e 00300003 S0l €620.00
(GI=I =5 )
NichtraucherH |, oo _ 01085001 =7| %2H902) | €329.00
elden—App? 01085002 K& &EH90%) | €119.00

1) SIEQI0] 23 RF0 M2 7182

2) BETM0| T2 12

3) AR W7|X| £= Xi& Mdh G20 O #2

Ktz BfArM.DIGA Directory. ZAMQIXE 2022.04.15. Available at https://diga.bfarm.de/de/verzeichnis

StH, DiGAE DiGA UYdEZ/] =ZskE uw PZN(Pharmazentralnummer,
Pharmaceutical Central Number)& Fojib=t} PZN2 =4 Y HE 9JokZ
97717 9 7]et 97-8Eo] tis] IFA GmbH(FE 2JokE HRAE])7} Hojsh=
Hoz2 oA @ AR BAR= DIiGA AW A] PZNS AREsict w=ba] slue]
DiGAE YEEgo] A2 W ‘DiGA-ID, DiGA-Prescription-Unit-ID, PZN' 2]
Al 7H] 1389 AEHSE ZHA Hrt

Op CIXE X|27|71(DIGA) MEHA|

1) DiGA AF¢ ZZAA

Sl DIGAL S B AeAEA] Aol tet 4§ 4 Sl EF o]
o] glEfek, /IAE DIGAY] 830l HFPL YFoH ARS PPRPEYe
AEsh WSk DICAS ABITE SUABS 5 U BAE PAEoRt
FEEole} B WikHel BAE B AEUAC] FlloXolA] DIGAS theta

=
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ARHEGN e Byt =S Yste] Ag3Ik

ojrff, 542 ‘AEHo(benefits in kind)9] Y&'S 2
2022). DiGA ARgo] wE 2]—;(},] HolHrh2o dhysiX

DIGAS] Hheh B Fol8e AGAA A4 8T, ol 9, BAuE
Bo AEUbl BHRRES E4E UUSE UES ATV 4 o

API(application programming interface)& A&k, AZXYA= o]E 3
Ao} A9yt DIGA 43T E 59 JEE AdEIRA A&t =24 DIGA
o digt vl-g-2 Aghik=r}, ARARE FH9| DIGAS AlFdior & &at opal,
DiGA AM&} TEIste] Zol7t S 745, SRl A 24A1F ool St
Al Ade *FL Aol AHBfArM, 2020).

nﬂ'
ol
0,
Ir
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@ HOIANE AFHEIXIZARS] XU E
@ =Y OHEA0KEN ML E= Tz

©® HUESEEN 2A9| HEet +atAE 2ol & SdeIFEE ddolt M B

@ 2tz YAE0L MZRAF SHOIX|0|A DIGAS HHR22=
W%

® MZPits MYEIE, ML/ SEeiTE S5 Zeol0] HUETE0| g+

® ULEHTE2 MEEAMOA DiGA HIES o&

N
I
1
@ @ HYH HE KK
= >
SjA} pE b S xSk
Moo= =R i Faldd Rk
AlIk]I 2 A oSS = oM FH=
& | |E I‘ @ (X .I:_l_kl) " i '"E .2
( .
s o
q Enal - gysiace]
254 ol
XY Hol -f— U B | TNEH|
e aed " /
gdstace paa— \ )/
tezE N o
" J
DiGAXI =Y 4|

~

OoO'L— 4

MHIAHE HZ

20} DIGAS AIZ(Z=E MESH| 2= 32, &k

[O& 10] =2 DIGA: DIGA M

Al=: GKV(Spitzenverband). Fokus: Digitale Gesundheitsanwendungen (DIGA) B&2UAE 2021.12.20. Available

H=a=

from hitps:/ A, gkv-spitzenverband.de/gkv_spitzenverband/presse/fokus/fokus_diga.jsp
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2) DiGA tl¥Ed

BfArM9] B71E 543t BE DiGAE DiGA UEEZ] AR|ESA TH},
20229 39 7| F 310 Al F4 SA107N) E= A4 AR ZHE
g Ego] ®gEo] Qltk DIGA UHEZE SAIE BE DIiGAd tigt RS
s 3705k 9l 1 23Zo] QltkLauer 5, 2021). DIiGA HEZ A=
DiGA9] 7|12 AH, 7[& HE, IAE 9% HE, J=AZAE At FE 5
EZAQl HHE AZIITHBIArM, 2020). JEAITAR= olF S &850l it
AYI=(CD-10085E ol "Qagt 73S 9sky F7|AR] dist AE%
Algsitt. E3t QeAeAet A 29%t JRE ek ERIT 4 JLE,
AREARF ZISHAERL 71 5(dEE, & SHEE gHY)E Algeit

(B 18) =Y DiGA: DiGA ClEES| HMZ T

= L
. DIGA?| HEQAt U 0I5
e | RIP| BT BRI RIS 5)

- Y=g ME o==A 2 AEARY

- NEEE S, X H Ut ME e NRgAel setY BE
- HOE WeltM ASEE 4228 HE

- DIGAY A=, AEde], MEUE, R 7Is

- HIO[HES 5 FYEEQH0| 2ot Atet

- F7HHIS(UMME] SO0l thet =

e

=

~
S= - DIGA AI2 QTARBKGIEY QAR E= 2 HF HA 5)
e (O]|=PEEIFSEN
- DIGA CIEER| YAl SXH-TA SXf o4
- ZHEQ| XBET US(HA SH) T SKIRCH 2 HSE(AA| SH)
- DIGAO| Zlct =77 EkE A RTh £710| 0izie 2l E0Jy
- R EA-E|Y AR |2
- HUES0| 2E6H0F 6= H|E L XEI™ 0]|2] =7} AH|AO| CHSH 2kt =2
R — Olzmlmﬂr k= H] {EIE 0|9 7} MH|AO| CH r
QI5t A o

- MR X2 UES floi MEE e SHEA

- DIGA AlRS ®lgt 7phgs Bt= 71

- DIGAUIN FE oz ZHI= 2 HXJo| et M

- DIGA7t MiSot= g d2 &X

- DIGA 7H0l| &Olol= o=7|2t & &%

Xt=: DIGA SH0|X|. M&UXE: 2022.3.16. Available from: https://diga.bfarm.de/de/verzeichnis.
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* CANKADO PRO-React Onca

HF 5 UBeUH | CANKADO Service GmbH, S

A
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Hamo]
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T2 Zajo] A0 DICAD) Bt 73
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(22 11] 52 DIGA: DIGA C|AEz]
A= DiGA EH0[X|. H&YUXRE: 2022.3.16. Available from: https://diga.bfarm.de/de/verzeichnis.

3) Hlolg =gk

=29] DiGA ¥ DiGA®} AZE RE AAHL o glojg Ro 7% (General
Data Protection Regulation, GDPR) ¥ i®=|o]E|EQPH(BDSG)of| w2 dlo]g
Be QAR A9 E B9 Federal Office for Information Security,
BSI) FEHSF 7|&E SfoF sttt DiGA ARQFR= 2ERke] Folotol| AGEY
A Q=771 Eet TEE EHo =2 SRk JRIFEE AT 4 glo,
A3ALA Holelg sl e ARt 3 Xﬂ @x}h GDPR 45%9]
o2}, DIiGA9] HE HlolHu AHE =US ZIRE FHATHEU) =71 Wl
Hipsfjop gt =4 ASske 59 HolE Ht 8= 4‘% 735 A3=ollA
Btk Ax Aoz 7hssith. X3 DiGAS] ARgol FEEH o|9ol=
HJAFEL] Ao] o]&ER] =i Mittermaier &5, 2022).
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3. 8=

7 W 58

F=2 gAE IdaAe] SIS A3 20164 NHS Digital 7175 A5}
gxg g4l ZEETQ(Digital Transformation Portfolio) &2 1348 4745}t
ol tAd 9=E(Digital Medicine)s ZE3ISt 33719 tAd Tl Ado=z
A=, =9 HAE AR WS {5 2A4o] HQith o]F ¥ HA|
A7)0 ofgt R&D At 4l&Rt AP AYS Rt A= A9 Al
Zlg¥sty, HRd AR THS flsf skl ok tEze=s
201890ll= g4l7]so] §rgH AlZ AFY 21U Szt 414 9] AXHAccelerated
Access Pathway, AAP)E tlglstal, 20199 1¥ol+= txE dAof tigt NHSY
AIAEE LRSI olo] 20199 39ol= THAE Ao diRt SASE
I A= (Evidence Standards Framework for Digital Health Technologies,
ESF for DHTs) & "Hsto] Ad dA7]e B71e SRt 7led SAsES 99l
st E3F =1 NHS= AFA1Ee A8 =730 TAPT(Improving Access to
Psychological Therapy) Z2713H0] TA|€ X|&(Digital Enabled Therapy)&
TQstarzt 201795 HAd IAPT B7F ZRHES X3 Folt.

il
=2 o

K
=
o

B 19) =9 OXE F2H0 gd =1 31

pal:S U UHE

20162 | - NHS Digital 717+ 43 % CXE SHEEZE|Q D= 3

20174 - MAEE Xz D270l JAPT T2 73H0f X" Xz =8 A 2E

- AAC(Accelerated Access Collaborative) 7|7 AX|

- M Q) BXKAccelerated Access Pathway, AAP) OfA

- NHS &7| A= 98 OXIE SAAH 0] Cfet X2t O

2019818 | - CXE AA0 2HE flol ZRE, HER, FUtet S5 S5t A= A

HIA 0|80| 7150l Q= MH|IA NS 2td CielE 4

- TOXIE "AT|=0]| et 2742 E(Evidence Standards Framework for
Digital Health Technologies, ESF for DHTs), 710|=21Q12 &7t

- BAANSIEXE(Department of Health and Social Care, DHSC), NHS

20194 72 |  England 2 NHS Improvement?| E& olLto] o2 S&lok= NHSX 7|+

7} EH(INHSX= CIX[E siAlS ol Y, st S5 X|2cl= e +3)

20184

20194 328
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Lt OXIE dA7e2] d7+E DA

D OAE 27)e9] A9

oA AojEl= YAE dA7|&(Digital Health Technology, DHT) 2 A
g Z5 A|A”A ARREE B2 HEY 4AREE, ARelY 17 9 =5 AlAH
TZol 7l fsf JidE dat AZEQC], 2Rl EEE ‘3.3_ 2ot
JHEo]tNICE, 2021). YAE dA7|EH7IE Yoto] NICEOA] 20210 2HHst
MAE dariee] tigt SAsE ZEJYAESF for DHTs)ClM= HAE
AN7|eS 71583 E AREA] gt AP0 Wt 3709 AlS(Tier A, B,
0Lz ERZrh of7|oflA Tier Col &3 HAd dA7|&2 o P55 W3
A7E e, A7 7HelE Al 554 HUEY, A S, A 7iele AlA| 5
22 75B2AE Ad AFoltt. Tier C= AR Aoy Q=19 A=
N(intervention)S A|l&sl7] W&o <9=7]7] QE150] HIEA] HQs|th
dirFog tAd Awr7|2 dFoA= & FAl Tier C ASLE #5750
A EH

Tier C. ot B4 15 e e mLER

JHe! " .
PO =01 o= ciz | =2 a0 orer | 2128 maspi, | o o1is oigepor

&8¢, Nol, 2z, | gxelxptzal, | x=amsony | exieix 25, 55 ma
Yl e 5 CAgt HOJEIE 71= 9 B3,
%25 9/of GOJE B

g%g} e g Jz 717 oIx|
Uriderstandiig and 9|=91, X} 2 CHS0IA| & J|01E1E4 Algl, 8}, o2 ST} 7t

bty 2 Xjel, ¥52 i, : 28 Y AE
ESIO|L 2ol 242} 51
o] it e T

Tier A.
AJAR HSt

(System Impact) Atdit= oL}, B

= AAR0| MB|A RIS

(O3 12] ¥= NICE: CIX|E @AT[=(DHT) ASE
Xt=: NICE. Evidence Standards Framework for Digital Health Technologies, ESF for DHTs. 2021

5 CE(Conformite Europeenne) 215 EE= UKCA(UK Conformity Assessment) Q1



2) NICE 37} 7|1& 9 ZASE

NICEE= ©xg

C BT sHel At
Adrlee W] 9 2AREE O A

ZASF(evidence for effectiveness standards)™@ @ AA LA5F(evidence

for economic standards)2.= &

w53kl WSt oArt.

o] & Aol titt IATES HAE dA7|eS RS Tier(AB,C)ol weh
T2 H8E9, Tier A4 Tier CE Z4E 2 IA-ES 873%H)
(& 20) ¥= NICE: OX|E 2AT[E(DHT) |0 ME suby 2HeE
- Tier
27| HE A 27 Al
=S |2 ZH5=E(0llA]) Al B G
o DHT €A, 7§, HAE IR0 U 224
Tt tEE M= SEX| 2 QA T MEJPL EORI=X| HE
2% I 7H B K12 | DHTO| HZEQI AR 3 75! 23 4 X2
MERH 484 DHT AISAH B U AISA} RIEE Ri2
oy X2 FIY Y Wi K= s
N DHTZ AHM% r§°| M, WIS
5 Ct oo —| o
SHHEEIS A oy el o o wst myz
2K}, BIAE OO OK|, T2, HICIR Rk Sy
Ct ’ b o
HOE 5 5@ A | D o xim °
RS DHTZt A28t OISt ZR2PiS. ERIX| Kl
A TR0 9= AZX| O SHE
DHT AF2 X2 &% S ;||_0” = Az et " Kz SR e
Chet et
X} 247} o= AX| Ol o
DHT 71| Xtz 47 | MEM 28 B X2 58 2 X2 57
I:Hol- okg|
P ZeHE L AHRLPIOR 715 SOf st BSER|
=== ol TG0 2t = HlsHeS
O s e, AP | N — = =
a1t o K12 LW oot 2 B MY G MiE
A=, ‘58 EUEY, | 7Y 2illE BhF= Ae = A g HIsHEt
BN, TH BleE AR | Z1t HiE e
WESHE|E MEY | DHTO NICE & M27]2e| HEV s
(SHL'C—)r AD Q_BHiX| I—IE

1) OXE HA7|20| thet 274+F 2

2|3J(ESF for DHTs) &

U Ljgs

o= 23t

X=: NICE. Evidence Standards Framework for Digital Health Technologies, ESF for DHTs. 2021
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CIXKE x|27|7|Q] HUES =K diot

BAVde Bole '© F8 AAE HHE, @ BAVE7E 4 A @ FAVSEL
w4 HaVRE S 7] 84 JHdET) WA, £ AN R N A S BE
BAARE T B4 2y mitu]El(parameten) 2 FAECE 1813 AAXEIF BALS
g FY el wEb 8Ee ARt BA EAo] EREch oAl ES
Ar]Ad(commissioning) 782 AEAKPayer)] A4 31zl wet s A]
A B = A=, ol wet AEARY] FAY Fdo] A1 =Tt
A5 71EA] BAVIE7E 240 |8FEARE, BAIA Fdo] &
dAY FAVSEIE B4 e AlEShor gtk wmpAgeRE AHAGE7E
H17|22 NICE 7leleglelo] 2k Aot HAClR AN B7 E51H 171291 CHEERS
(Consolidated Health Economic Evaluation Reporting Standards)oll w2} 2433k}
H 21) G= NICE: ZHEE7 Al Y B 2 HH 7|1E

il

t

v
(0]

%
rl

o,
o
2
Ir
f

¢
Hl

%7

HoME 23 X=X A E= MHEEUTD
Pilot &7 L= X[ = _ 7 [2(basic)
XS £ M =2t ZZ(low)
=2 == =2(high)

X=: NICE. Evidence Standards Framework for Digital Health Technologies, ESF for DHTs. 2021.

(# 22) ¥= NICE: g &Y 720 2 FHg=EA HE A=

KHA — =
HE Bp15t ZHAEA HE Zote
. — |
71| ot g e oizk Ot Z(1-2)
(basic)
o | HIEEA =4 HIS-0IS 79 3 SRiE B it
P =] —
(low) | gijat g5k 2 Azt oAt FF(1-6H) & RIAE
- oo ™ =P 74J—l|_
1 =
@ NHS/7H°._U\{§IA-|I:IIA(Personal . MEX H2aTH| U izt
Social Services) AWSX|® XIEQ! ‘='O‘I_7|'41}o =
22, biz-52 24 = 2
=2 | @ 3327yl T50| SDIt E= | - mBA HigEu| E=
(high) ARIES0 =EE = MEe! 8% HIE-=&(Z1) 84 ¥ oide
HE-=2 EM £ HIE—Zat EA =4 At
- HZF oAt 7'<X-|(1_5I_=|) ol o|zks
H A- [y . L T O [ [ |
D, @ 2S) oA T 2 S =
=) OlARESHEA: pudget impact analysis
H[2-0I% : cost-benefit _
HIg-Z2EX: cost-consequence analysis
HIZ-22 &4 cost-utility analysis _ _
HEH H|Eg 0| Incremental cost-effectiveness ratio
At=: NICE. Bvidence Standards Framework for Digital Health Technologies, ESF for DHTs. 2021.
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3) NICE 37} 2 344 Aol wE Aul4d

WA a3t 9 FAgH71e] thgt NICE B7P7F 4=E5H, o] NHS England®}e]
A4 A°HCommercial deal) &elo] wet #Hu]AYd(commissioning) 30|
A AvAGE G WolA] SAelA A-tet YEAHIA AlF2 I8 NHS7H
Fcl= FAE, uRAHIA T AY 9, RAHA A, AT D ZUEHY
Hgog HgHET AnAY FF2 U AF Y, A D9lolA 28, A
Ao Hgoz FEEH, CAE AAAEFS] B0 wt A EY A=
A9 5= B2 & Utk Avd Z2Ho] dmd HAE AMAES TF

A¥2(App Library, NHS @AIIE, NHS App $)E 531 S4jolA) ZFEc.

4) bAd dAx AF HAEY

Y= NHS= NHS England®} #Au|Ade] 2789 HAE IAAREY =4
23ho] IFS At AMIARE 20179 4¥€o] NHS App Library AHAE
AIZFSIlt. App Libraryolli= 2ol ABR, A7AHE A9, 94l |9, B84
3, St 22 wESof o|27|71HA] tefRt o] HAE dAAE|
SHE| ATt S HAE FAAES] Ag siE|aejet AlFHEo] A4 9 IEHE
Agslo], o] &AL AlFE FEE FRIT = IEE AE] A

Mo

NHS Apps Library

© Filter apps

» iy price

Clear fifters

[32 13] ¥= NHS: NHS App Library
K= NHS EH0[K], MEURE 2022.3.18. Available from https://vawwv.nhs. uk/nhs-app/about-the-nhs-app/
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121 NHS App Library = 202149 129 H=%0H, 202295 NHS
HAolE 9 NHS App< B9l HAE FAA|E F2d 4= AUTHNHS EHo]A.
H&YAE 2022.3.18.). NHS= NHS England®t NHS Improvementof 23
DTAC B7H71& € 94 #F 84 5 B7) 2 At AEE AA 599 AES
oz 4 &A1 st Qlk.10

Ct. Improving Access to Psychological Therapies(IAPT) 273

) A= 718

IAPT Z= 790 F= NHS7F A1 -2 Aol E E2F Aoll A=E 215l 2008\+-E
ARRReE ZgAldet 2 Tsiolt), o] R AR FdS Fisk] fsted
P A RS Aol YAAE A Psychological Wellbeing Practitioner,
PWPINE A=Ho= s, 2A7IHe] A=E AlFstes Zo] EXoltt. ol
Al FHEAYSATEA(National Insitutie for Health and Care Excellence,
NICE = 4ghi=E #4=E= AZx=Eade] ot RS ASdth o
Z2 0] AP AZ HESHH AEAE SR R ZAlol 7P ARt
A5 PHEE Adsh] s ILB7E ot AT AmAREH I
A8 GAAH A58 AH|IAE AlSIAT

(B 23) 3= IAPT: deiXlz AMHIA HIES LS
e LS

MU 7|2 - 330N S3EC| *= Yol E _%O._r ZOH 2tAt CHe

(owimtensity) | “FEAPWPII Xi2! 310 X7} XI(guided self-help),
cCBT(computerized CBT), J&7[8t MMEEXZE NS

- N X=O0M 2a7F LIEHLEX] Q42 2HA} Chidd

AT X=2 - 0T X|2AKHigh Intensity Therapist, HIT)E Sdf QIX[SH=X|
(high-intensity) =Z(CBT), HRIZA Me|X|Z(Interpersonal Psychotherapy, IPT),
M EM5E 22(couple) XIE, AH £ 1ZE X2 HZ
NICE. The Improving Access to Psychological Therapies Manual. 2020

16 NHS AP 279212 Bt A01RE Appo| CHoll TZ0| 7158 Aoz TRl 71 LE2 =] 271et
17) X|2A{Psychological Wellbeing Practitioner, PAP): &8 20| & Ol & XFH QI5S B2 Q1o

MU= X=2ARE D4E XZAZ FE2E
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olo] Hste, NHS= HAE A&7t tid A&EWE ax&olgl:s AE0]
ST A, HAE AH|A0f gt YS9 87 IA 7t Stk Heol
FESHE oo NHSE 2017¢0] H3st HAA7 578d vlz A3 (Five Year
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ABSTRACT

Approaches for National Health Insurance

Coverage of Digital Therapeutics

This study was performed to prepare for the coverage of Digital
Therapeutics (DTx) as a benefit under National Health Insurance (NHI) of
the Republic of Korea. To this end, the study first examines the
characteristics of DTx and then discusses how to incorporate DTx into the
existing benefit listing procedure and pricing method. As part of this study,
the researchers reviewed DTx-related benefit policies in countries such as
the US, UK, and Germany, which have prior experience of introducing
insurance coverage of DTX, and gathered the opinions of stakeholders in
the DTx field in Korea by conducting one-on-one in-depth interviews (IDI).

The key results of this study are presented below.

O First, this study defined DTx that is eligible for coverage under NHI
as 'prescribed DTx," which is used according to a physician's
prescription. In addition, since DTx is managed by the Ministry of
Food and Drug Safety (MFDS) as a medical device, it would likewise
be appropriate for DTx to be classified as a non-pharmaceutical
benefit (a medical procedure or medical supply) under NHL
Moreover, given that there is minimal intervention by a physician
during the use of DTx and continued management of each device is
necessary, reimbursement for DTx should be provided separately as
a medical supply rather than indirectly as part of a medical

procedure.
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O Second, considering the fast pace of technological advances for DT¥,

it would be appropriate for DTx to be subject to the "Innovative
Health Technology Assessment’ track in the New Health Technology
Assessment (nHTA) stage. Furthermore, the level of clinical evidence
required for approval of DTx by the MFDS is higher than that
required for other health technologies and DTx is expected to
improve the efficiency of the healthcare system in the long-term.
Accordingly, this study proposes a way of supporting the use of DTx
by temporarily listing DTx that has been selected for Innovative

Health Technology Assessment as an NHI benefit.

O Third, since the permanent listing of DTx as an NHI benefit

could affect the health of the entire Korean population, it is
crucial that the safety and efficacy of DTx is evaluated against
stringent criteria. In particular, the importance of demonstrating
the clinical value of DTx through comparisons with existing

benefits has been emphasized.

O Fourth, the reimbursement for DTx is proposed to be based on the

price of the DTx product and the medical fee for the prescribing
physician’s service. This study suggests setting a price ceiling for
DTx by applying a costing method based on the function points of
software. Since this method arrives at a price based on the size and
complexity of software functions, it essentially has similar aims as
the existing value-based pricing in NHS. In addition, while a
physician's efforts related to DTx were considered to be included in
the scope of basic consultation fees, the cost of initial consultation
and training on DTx use, which would be provided by non-physician

staff, should be compensated separately.
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The results of this study are presented in consideration of the early
stages of incorporating DTx into the NHI system, without any DTx listed as
NHI benefits. Therefore, it is crucial to improve the system in a flexible
manner in the future by building on the policy experience gained through
the process of coverage decision-making and the outcome of using DTx in
real-world clinical contexts. In particular, although this study proposed
including DTx in the existing benefit category of medical supplies for the
time being, it may become more appropriate in the future to create a
separate listing system for the digital health field, including DTx,
considering its potential for growth and sustainability. Keeping this in
mind, all relevant stakeholders, including the medical community, patients,
industry, and government, should come together and continue to seek the

most appropriate option for the Korean context.

Keywords: Digital Therapeutics, Software as a Medical Device, Digital Health,

Health Technology Assessment, Reimbursement
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